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We	operate	in	a	rapidly	changing	environment	that	involves	a	number	of	risks	that	could	materially	affect	our	business,	financial
condition	or	future	results,	some	of	which	are	beyond	our	control.	This	discussion	highlights	some	of	the	risks	that	may	affect
future	operating	results.	These	are	the	risks	and	uncertainties	we	believe	are	most	important	for	you	to	consider.	We	cannot	be
certain	that	we	will	successfully	address	these	risks.	If	we	are	unable	to	address	these	risks,	our	business	may	not	grow,	our
stock	price	may	suffer,	and	we	may	be	unable	to	stay	in	business.	Additional	risks	and	uncertainties	not	presently	known	to	us,
which	we	currently	deem	immaterial	or	which	are	similar	to	those	faced	by	other	companies	in	our	industry	or	business	in
general,	may	also	impair	our	business	operations.	Risk	Factors	Summary	The	following	is	a	summary	of	the	principal	risks	that
could	adversely	affect	our	business,	operations	,	and	financial	results.	Risks	Related	to	our	Business	and	Business	Strategy	•	We
may	never	become	profitable	or	sustain	profitability.	•	We	may	need	additional	capital	to	execute	our	strategic	plan.	•	Our
success	depends	heavily	on	our	Cologuard	Screening	and	Precision	Oncology	tests	and	the	successful	commercialization	of	our
tests	in	development.	•	Our	operating	results	could	be	subject	to	significant	fluctuation,	which	could	increase	the	volatility	of	our
stock	price	and	cause	losses	to	our	shareholders.	•	We	face	intense	competition	from	other	companies	and	may	not	be	able	to
compete	successfully.	•	If	any	of	our	facilities	or	our	laboratory	equipment	were	damaged	or	destroyed,	or	if	we	experience	a
significant	disruption	in	our	operations	for	any	reason,	our	ability	to	continue	to	operate	our	business	could	be	materially
harmed.	•	We	heavily	rely	upon	certain	suppliers,	including	suppliers	that	are	the	sole	source	of	certain	supplies	and	products
used	in	our	tests	and	business	operations.	The	loss	or	interruption	of	supply	from	our	suppliers	could	have	a	disruptive	effect	on
our	business.	•	Failure	Cyberattacks,	security	breaches,	loss	of	data,	and	other	disruptions	in	relation	to	our	information
technology	,	storage	systems,	as	well	as	those	of	or	our	our	clinical	laboratory	equipment	third-	parties	with	whom	we	have
business	relationships,	could	significantly	disrupt	compromise	sensitive	information	related	to	our	operations	business,
prevent	us	from	accessing	it	and	expose	us	to	substantial	liability,	which	could	adversely	affect	our	research	business	and
reputation	development	efforts	.	•	If	the	We	rely	on	courier	delivery	services	we	use	in	to	transport	Cologuard	connection
collection	with	kits	to	patients	and	samples	for	all	of	our	tests	back	to	laboratory	facilities	for	analysis.	If	these	delivery
services	are	disrupted	or	become	significantly	more	expensive,	customer	satisfaction	and	our	business	could	be	negatively
impacted.	•	The	success	of	our	business	substantially	depends	on	the	efforts	of	our	senior	management	team	and	qualified
personnel	and	our	ability	to	foster	and	maintain	an	inclusive	and	collaborative	corporate	culture	.	•	Our	business	and	reputation
will	suffer	if	we	are	unable	to	establish	and	comply	with	stringent	quality	standards	to	assure	that	the	highest	level	of	quality	is
observed	in	the	performance	of	our	tests.	•	Our	inability	to	manage	growth	could	harm	our	business.	•	We	may	engage	in
acquisitions	or	divestitures	that	are	not	successful	and	which	could	disrupt	our	business	and	reduce	our	financial	resources	and
shareholder	value.	•	International	expansion	of	our	business	exposes	us	to	business,	regulatory,	labor,	political,	operational,
financial	,	liability	,	compliance,	payment	collection,	and	economic	risks	associated	with	doing	business	outside	of	the	U.	S.	•
Our	business	may	be	adversely	affected	by	global	macroeconomic	conditions	and	volatility	in	the	capital	markets.	•	Public
health	crises,	such	as	the	COVID-	19	pandemic,	have	had,	and	could	in	the	future	have,	adverse	effects	on	our	business	and
financial	results.	•	Ethical,	legal	,	and	social	concerns	related	to	the	use	of	genetic	information	could	reduce	demand	for	our
genetic	tests.	•	Climate	change,	or	legal	or	regulatory	measures	to	address	climate	change	or	other	corporate	social	responsibility
and	sustainability	matters,	could	adversely	affect	our	business,	financial	condition	,	and	results	of	operations.	•	The	use	of
Artificial	Intelligence	presents	new	risks	and	challenges	to	our	business.	•	We	may	be	a	party	to	litigation	in	the	normal	course
of	business	or	otherwise,	which	could	affect	our	business	and	financial	position.	Risks	Relating	to	Governmental	Regulation	and
Reimbursement	•	We	face	uncertainty	related	to	healthcare	reform,	pricing,	coverage,	and	reimbursement.	•	If	payers,	including
managed	care	organizations,	do	not	approve	and	maintain	reimbursement	for	our	tests	at	adequate	reimbursement	rates,	our
commercial	success	could	be	compromised.	•	If	we	are	unable	to	obtain	or	maintain	reimbursement	at	adequate	reimbursement
rates	for	our	Oncotype	DX	tests	outside	of	the	U.	S.,	our	ability	to	expand	internationally	will	be	compromised.	•	Failure	to
comply	with	federal,	state	,	and	foreign	laboratory	licensing	and	related	requirements	could	cause	us	to	lose	the	ability	to
perform	our	tests,	experience	disruptions	to	our	business,	or	become	subject	to	administrative	or	judicial	sanctions.	•	Our
products	could	be	subject	to	recall.	•	Delays	in	receipt	of,	or	failure	to	obtain,	required	FDA	clearances	or	approvals	for	our
products	in	development,	or	improvements	to	or	expanded	indications	for	our	current	offerings,	could	materially	delay	or
prevent	us	from	commercializing	or	otherwise	adversely	impact	future	product	commercialization.	•	The	FDA	'	s
implementation	may	change	its	position	with	respect	to	its	regulation	of	the	LDT	Rule	laboratory	developed	tests	we	offer	or
may	cause	seek	to	offer	in	the	future,	causing	us	to	incur	substantial	costs	and	time	delays	and	associated	with	meeting
requirements	for	pre-	market	clearance	or	approval	or	we	could	experience	decreased	demand	for	or	reimbursement	of	our
tests.	•	We	are	subject	to	numerous	U.	S.	and	foreign	laws	and	governmental	regulations,	and	any	governmental	enforcement
action	may	materially	affect	our	financial	condition	and	business	operations.	•	Our	business	is	subject	to	various	complex	laws
and	regulations	applicable	to	providers	of	clinical	diagnostics	and	services.	•	Due	to	billing	complexities	in	the	diagnostic	and
laboratory	service	industry,	we	may	have	difficulties	receiving	timely	payment	for	the	tests	we	perform,	and	may	face	write-
offs,	disputes	with	payers	and	patients,	and	long	collection	cycles.	•	Some	of	our	activities	may	subject	us	to	risks	under	federal,
state,	and	foreign	laws	prohibiting	“	kickbacks	”	and	false	or	fraudulent	claims	as	well	as	.	•	Some	of	our	activities	may	subject
us	to	risks	under	the	Foreign	Corrupt	Practices	Act	and	similar	anti-	bribery	laws	in	non-	U.	S.	jurisdictions	.	•	Failure	to
comply	with	privacy,	security,	and	consumer	protection	laws	and	regulations	could	result	in	fines,	penalties	,	and	damage	to	our



reputation	and	have	a	material	adverse	effect	on	our	business.	•	Our	employees,	independent	contractors,	consultants,
commercial	partners,	and	vendors	may	engage	in	misconduct	or	other	improper	activities,	including	noncompliance	with
regulatory	standards	and	requirements.	•	We	expect	to	rely	on	third	parties	to	conduct	any	future	studies	of	our	technologies	that
may	be	required	by	the	FDA	or	other	U.	S.	or	foreign	regulatory	bodies,	and	those	third	parties	may	not	perform	satisfactorily.	•
Changes	in	tax	laws	or	regulations	or	exposure	to	tax	liabilities	could	adversely	affect	our	financial	condition	and	results	of
operations.	Risks	Relating	to	Product	Development,	Commercialization	and	Sales	of	our	Products	•	The	success	of	our
Cologuard	test,	our	Precision	Oncology	tests,	and	any	other	--	the	screening	or	and	diagnostic	product	products	or	and	service
services	we	may	currently	offer	or	develop	may	offer	in	the	future	will	depend	on	the	degree	of	market	acceptance	by
healthcare	providers,	patients,	healthcare	payers,	and	others	in	the	medical	community	.	•	Uncertainty	in	the	development	and
commercialization	of	our	new	tests	or	services	could	materially	adversely	affect	our	business,	financial	condition	and
results	of	operations.	•	If	we	do	not	successfully	manage	the	launch	and	marketing	of	new	products	or	services,	our
financial	results	could	be	adversely	affected	.	•	Recommendations,	guidelines,	and	quality	metrics	issued	by	various
organizations	may	significantly	affect	payers’	willingness	to	cover,	and	healthcare	providers’	willingness	to	prescribe	or	order,
our	products.	•	We	expect	to	continue	to	make	significant	investments	in	our	research	and	development	efforts,	which	may	not
be	successful	.	•	Interim,	topline	and	preliminary	data	from	our	clinical	studies	that	we	announce	or	publish	from	time	to
time	may	change	as	more	patient	data	become	available	and	are	subject	to	audit	and	verification	procedures	that	could
result	in	material	changes	in	the	final	data.	•	Our	industry	is	subject	to	rapid	change,	which	could	make	our	current
products	and	any	future	products	we	may	develop,	obsolete.	•	The	sizes	of	the	markets	for	our	current	and	future
products	have	not	been	established	with	precision,	and	may	be	smaller	than	we	estimate	.	•	Our	dependence	on	distributors
for	sales	in	many	markets	countries	outside	of	the	U.	S.	could	limit	or	prevent	us	from	selling	our	tests	in	those	markets
countries	and	impact	our	revenue.	Risks	Relating	to	our	Intellectual	Property	•	We	rely	on	strategic	collaborative	and	licensing
arrangements	with	third	parties	to	develop	critical	intellectual	property.	We	may	not	be	able	to	successfully	establish	and
maintain	such	intellectual	property.	•	We	may	be	subject	to	substantial	costs	and	liability,	or	be	prevented	from	using
technologies	incorporated	in	our	screening	or	diagnostic	tests	as	a	result	of	litigation	or	other	proceedings	relating	to	patent	or
other	intellectual	property	rights.	•	If	we	are	unable	to	protect	or	enforce	our	intellectual	property	effectively,	we	may	be	unable
to	prevent	third	parties	from	using	our	intellectual	property,	which	would	impair	any	competitive	advantage	we	may	otherwise
have.	•	If	patent	regulations	or	standards	are	modified,	such	changes	could	have	a	negative	impact	on	our	business.	Risks
Relating	to	our	Securities	•	If	we	fail	to	maintain	an	effective	system	of	internal	control	over	financial	reporting,	investors	may
lose	confidence	in	the	accuracy	and	completeness	of	our	reported	financial	information	and	our	stock	price	may	be	adversely
impacted.	•	Our	stock	price	has	fluctuated	widely	and	is	likely	to	continue	to	be	volatile.	•	We	have	recorded	significant
impairment	charges	and	could	do	so	again	in	the	future	•	Our	balance	sheet	includes	significant	amounts	of	goodwill	and
intangible	assets.	The	impairment	of	a	significant	portion	of	these	assets	would	negatively	affect	our	results	of	operations.	•	Our
significant	indebtedness	could	adversely	affect	our	business,	financial	condition,	and	results	of	operations	and	our	ability	to	meet
our	payment	obligations	under	such	indebtedness	and	limit	our	ability	to	raise	additional	capital	to	fund	our	operations.	We	have
incurred	losses	since	we	were	formed.	From	our	date	of	inception	on	February	10,	1995	through	December	31,	2023	2024	,	we
have	accumulated	a	total	deficit	of	approximately	$	3	4	.	47	50	billion.	Our	net	loss	was	$	1.	03	billion,	$	204.	1	million	,	and	$
623.	5	million	and	$	595.	6	million	for	the	years	ended	December	31,	2023	2024	,	December	31,	2022	2023	,	and	December	31,
2021	2022	,	respectively.	We	expect	to	continue	investing	significantly	toward	development	and	commercialization	of	our
colorectal	cancer	screening	technology,	our	precision	oncology	tests,	our	MCED	and	MRD	tests,	and	other	products	and
services.	If	Although	our	net	losses	have	diminished	considerably	over	the	last	several	years,	if	our	revenue	does	not	continue	to
grow	faster	than	our	cost	of	sales	and	operating	expenses,	we	will	not	become	profitable.	We	cannot	be	certain	that	the	revenue
from	the	sale	of	any	products	or	services	based	on	our	technologies	will	be	sufficient	to	make	us	profitable.	Although	we	believe
that	we	have	sufficient	capital	to	fund	our	operations	for	at	least	the	next	12	months,	we	may	require	additional	capital	to	fully
fund	our	current	strategic	plan,	which	includes	continuing	to	scale	our	Cologuard	screening	and	precision	oncology	tests	and
developing	a	pipeline	of	future	products	and	services.	Additional	financing	may	not	be	available	in	amounts	or	on	terms
satisfactory	to	us	or	at	all.	Our	success	in	raising	additional	capital	may	be	significantly	affected	by	general	market	conditions,
the	market	price	of	our	common	stock,	our	financial	condition	and	existing	indebtedness,	uncertainty	about	the	future
commercial	success	of	our	current	products	and	services,	the	development	and	commercial	success	of	future	products	or
services,	regulatory	developments,	the	status	and	scope	of	our	intellectual	property,	any	ongoing	litigation,	our	compliance	with
applicable	laws	and	regulations	,	and	other	factors.	If	we	raise	additional	funds	through	the	sale	of	equity,	convertible	debt	or
other	equity-	linked	securities,	our	shareholders’	ownership	will	be	diluted,	and	the	market	price	of	our	common	stock	could	be
depressed.	We	may	issue	securities	that	have	rights,	preferences	,	and	privileges	senior	to	our	common	stock.	If	we	raise
additional	funds	through	collaborations,	licensing	arrangements	or	other	structured	financing	transactions,	we	may	relinquish
rights	to	our	technologies,	products	or	services,	grant	security	interests	in	our	assets	or	grant	licenses	to	third	parties	on	terms
that	are	unfavorable	to	us.	Our	ability	to	generate	revenues	depends	very	substantially	on	the	commercial	success	of	our
Cologuard	screening	and	precision	oncology	tests.	Additionally,	we	are	devoting	significant	resources	to	developing	new	tests
in	colorectal	cancer	screening,	MRD,	MCED,	and	other	areas	of	cancer	diagnostics.	There	can	be	no	assurance	that	we	will	be
able	to	continue	to	grow	sales	of	our	Cologuard	screening	and	precision	oncology	tests	or	that	we	will	develop	or
commercialize	any	other	products	or	services	that	will	generate	significant	revenue	.	The	knowledge	and	experience	we	have
gained	commercializing	our	Cologuard	and	precision	oncology	tests	may	not	translate	into	successful	commercialization	efforts
with	respect	to	new	and	different	products	.	The	commercial	success	of	our	tests,	our	successful	commercialization	of	any	new
products	and	our	ability	to	generate	revenues	will	depend	on	a	variety	of	factors,	including	the	following:	•	acceptance	in	the
medical	community;	•	inclusion	in	healthcare	guidelines	and	recommendations	,	such	as	those	developed	by	ACS,	USPSTF,



American	Society	of	Clinical	Oncology,	and	NCCN,	and	similar	guidelines	and	recommendations	outside	the	U.	S.	;	•	inclusion
in	quality	measures,	including	the	HEDIS	measures	and	the	CMS	Medicare	Advantage	Star	Ratings;	•	recommendations	and
studies	that	may	be	published	by	government	agencies	,	companies	,	professional	organizations,	academic	or	medical	journals	or
other	key	opinion	leaders;	•	patient	acceptance	and	demand;	•	patient	compliance	with	orders	for	our	tests	by	healthcare
providers,	and	patient	adherence	to	recommendations	regarding	periodic	re-	testing;	•	successful	new	screening	initiatives,
including	gap	closure	programs	through	which	we	partner	with	health	systems	and	payers	to	deliver	Cologuard	test	kits	to	their
patients	or	members	who	are	due	for	colorectal	cancer	screening	under	applicable	guidelines;	•	effective	marketing	and
educational	programs,	including	successful	direct-	to-	patient	marketing	such	as	television	advertising	and	social	media;	•	the
number	of	patients	screened	for	colorectal	cancer,	as	well	as	the	number	of	patients	who	use	our	Cologuard	test	for	that	purpose;
•	the	number	of	women	diagnosed	with	breast	cancer;	•	sufficient	coverage	and	reimbursement	by	payers;	•	the	existence	of
federal	or	state	laws	that	mandate	coverage	for	colorectal	cancer	and	other	types	of	screening,	the	extent	to	which	those	laws
mandate	coverage	of	our	tests	and	the	enforcement	of	those	laws;	•	the	amount	and	nature	of	competition	from	other	products
and	procedures;	•	maintaining	regulatory	approvals	to	legally	market	our	products	and	services	;	and	•	the	ease	of	use	of	our
ordering	process	for	healthcare	providers	;	•	maintaining	and	defending	patent	protection	for	the	intellectual	property	relevant	to
our	products	and	services;	and	•	our	ability	to	establish	and	maintain	adequate	commercial	manufacturing,	distribution,	sales	and
CLIA	laboratory	testing	capabilities	.	If	we	are	unable	to	continue	growing	sales	of	our	Cologuard	screening	and	precision
oncology	tests,	we	are	delayed	or	limited	in	doing	so,	or	we	are	unable	to	successfully	commercialize	our	tests	in	development
or	other	new	products,	our	business	prospects,	financial	condition	,	and	results	of	operations	would	be	adversely	affected.	Our
revenues	and	results	of	operations	have	historically,	and	may	in	the	future,	fluctuate	significantly,	depending	on	a	variety	of
factors,	including	the	following:	•	our	success	in	marketing	and	selling,	and	changes	in	demand	for,	our	Cologuard	screening
and	precision	oncology	tests,	and	the	level	of	reimbursement	and	collection	obtained	for	such	tests;	•	seasonal	variations	or	non-
seasonal	events	or	circumstances	affecting	healthcare	provider	recommendations	for	our	tests	and	patient	compliance	with
healthcare	provider	recommendations,	including	without	limitation,	holidays,	weather	events,	and	circumstances	such	as	the
disease	outbreak	outbreaks	of	influenza	that	may	limit	patient	access	to	medical	practices	or	institutions	for	diagnostic	tests	and
preventive	services;	•	our	success	in	collecting	payments	from	third-	party	and	other	payers,	patients	and	collaborative	partners,
variation	in	the	timing	of	these	payments	and	recognition	of	these	payments	as	revenues;	•	the	pricing	of	our	tests,	including
potential	changes	in	CMS	or	other	reimbursement	rates;	•	circumstances	affecting	our	ability	to	provide	our	tests,	including
weather	events,	supply	shortages,	or	regulatory	or	other	circumstances	that	adversely	affect	our	ability	to	manufacture	our	tests
or	process	tests	in	our	clinical	laboratories	;	•	the	results	of	our	annual	testing	of	intangible	assets	and	goodwill	for
impairment	charges	when	events	or	changes	in	circumstances	indicate	the	carrying	value	may	not	be	recoverable	;	•
fluctuations	in	the	amount	and	timing	of	our	selling	and	marketing	costs	and	our	ability	to	manage	costs	and	expenses	and
effectively	implement	our	business;	and	•	our	research	and	development	activities,	including	the	timing,	size,	complexity,	and
cost	of	clinical	studies.	If	our	revenues	or	operating	results	fall	below	the	expectations	of	investors	or	public	market	analysts,	the
trading	price	of	our	common	stock	could	decline	substantially.	We	operate	in	a	rapidly	evolving	and	highly	competitive	industry.
There	are	a	number	of	private	and	public	companies	that	offer	products,	or	have	announced	that	they	are	developing	products
that	compete	with	ours.	Some	of	our	current	and	potential	competitors	may	have	significant	competitive	advantages	over	us,
which	may	make	them	more	attractive	to	hospitals,	clinics,	group	purchasing	organizations	,	and	physicians.	See	“	Item	1.
Business	—	Competition	”	in	this	Annual	Report	on	Form	10-	K	for	additional	information	regarding	our	competitors	and	the
effects	of	competition	on	our	business.	We	may	be	unable	to	compete	effectively	against	our	competitors	either	because	their
products	and	services	are	superior	or	because	they	are	more	effective	in	developing	or	commercializing	competing	products	and
services.	Furthermore,	even	if	we	do	develop	new	marketable	products	or	services,	our	current	and	future	competitors	may
develop	products	and	services	that	are	more	clinically	or	commercially	attractive	than	ours,	and	they	may	bring	those	products
and	services	to	market	earlier	or	more	effectively	than	us.	If	we	are	unable	to	compete	successfully	against	current	or	future
competitors,	we	may	be	unable	to	increase	market	acceptance	for,	and	sales	of,	our	tests,	which	could	prevent	us	from	increasing
or	sustaining	our	revenues	or	achieving	sustained	profitability	and	could	cause	the	market	price	of	our	common	stock	to	decline.
Our	manufacturing,	testing	and	laboratory	facilities	are	located	in	Madison	and	Marshfield,	Wisconsin,	Redwood	City,
California,	Kirkland,	Washington,	Phoenix,	Arizona,	and	Trier,	Germany,	and	our	headquarters	are	also	located	in	Madison,
Wisconsin.	If	our	present,	or	any	future	facilities,	were	to	be	damaged,	destroyed	or	otherwise	unable	to	operate,	whether	due	to
fire,	floods,	storms,	tornadoes,	earthquakes,	other	inclement	weather	events	or	natural	disasters,	employee	malfeasance,	terrorist
acts,	power	outages,	or	otherwise,	it	may	render	it	difficult	or	impossible	for	us	to	perform	our	tests	for	some	period	of	time,	and
our	business	could	be	severely	disrupted.	Our	facilities	and	the	equipment	we	use	to	perform	our	tests	would	be	costly	to	replace
and	could	require	substantial	lead	time	to	repair	or	replace.	The	inability	to	perform	our	tests	or	the	backlog	of	tests	that	could
develop	if	any	of	our	facilities	become	inoperable	for	even	a	short	period	of	time	may	result	in	the	loss	of	customers	or	harm	our
reputation,	and	we	may	be	unable	to	regain	those	customers	or	rebuild	our	reputation	in	the	future.	Although	we	possess
insurance	for	damage	to	our	property	and	the	disruption	of	our	business,	this	insurance	may	not	be	sufficient	to	cover	all	of	our
potential	losses	and	may	not	continue	to	be	available	to	us	on	acceptable	terms,	if	at	all.	If	our	testing	facilities	become
inoperable	for	any	reason,	we	may	not	be	able	to	transfer	any	or	all	testing	to	our	other	facilities	and	would	need	to	rely	on	a
third	party	to	perform	certain	of	these	tests.	We	could	use	only	another	facility	with	established	state	licensure	and	CLIA
accreditation,	and	for	tests	provided	internationally,	ISO	15189	accreditation	,	under	the	scope	of	which	Oncotype	tests	could	be
performed	following	validation	and	other	required	procedures	.	We	cannot	assure	you	that	we	would	be	able	to	find	an
appropriately	certified	facility	willing	to	comply	with	the	required	procedures,	that	this	laboratory	would	be	willing	to	perform
the	tests	for	us	on	commercially	reasonable	terms,	or	that	it	would	be	able	to	meet	our	quality	or	regulatory	standards.
Alternatively,	establishing	a	redundant	facility	for	certain	of	our	testing	would	require	considerable	time	and	money	to	secure



adequate	space,	construct	the	facility,	recruit	and	train	employees,	and	establish	the	additional	operational	and	administrative
infrastructure	necessary	to	support	this	facility.	We	also	may	not	be	able,	or	it	may	take	considerable	time,	to	replicate	our
testing	processes	or	results	in	a	new	facility.	Additionally,	any	such	new	facility	would	be	subject	to	certification	under	CLIA
and	licensing	by	several	states,	including	California	and	New	York,	which	could	take	a	significant	amount	of	time	and	result	in
delays	in	our	ability	to	resume	operations	.	We	heavily	rely	upon	certain	suppliers	and	other	vendors,	and	any	disruptions
or	failures	with	respect	to	our	relationships	with	these	counterparties	could	have	a	disruptive	effect	on	our	business	.	We
purchase	certain	supplies	and	products	from	third-	party	suppliers.	In	some	cases,	due	to	the	unique	attributes	of	certain	products
that	are	incorporated	into	our	tests	or	otherwise	used	in	our	operations,	we	maintain	either	a	single-	source	supplier	relationship
or	a	very	limited	set	of	supplier	relationships.	Certain	of	our	third-	party	suppliers	possess	exclusive	intellectual	property	or
otherwise	may	be	the	only	party	with	the	rights	or	expertise	to	provide	us	critical	supplies	and	/	or	products.	These	third	parties
are	independent	entities	subject	to	their	own	unique	operational,	regulatory	compliance,	and	financial	risks	that	are	outside	our
control.	These	third	parties	may	not	be	willing	to	enter	or	renew	long-	term	supply	arrangements	with	us	or	continue	to	supply	us
at	all.	Additionally,	they	may	not	perform	their	obligations	in	a	timely	and	cost-	effective	manner,	and	they	may	be	unwilling	or
unable	to	increase	production	capacity	commensurate	with	demand	for	our	tests	or	future	products	or	services.	Our	relationships
with	suppliers	may	also	be	negatively	affected	by	general	supply	chain	material	shortages	worldwide,	as	suppliers	struggle	to
keep	pace	with	demand	and	manage	their	own	supply	chains.	We	may	become	dependent	on	additional	single-	or	limited-
source	suppliers,	or	become	increasingly	dependent	on	existing	suppliers,	as	we	expand	and	develop	our	product	and	service
pipeline.	For	example,	our	OncoExTra	test	is	currently	only	validated	to	be	performed	on	Illumina’	s	sequencing	platform,	and
we	are	not	aware	of	any	other	--	the	MRD	and	MCED	tests	we	expect	to	launch	in	2025	will	similarly	utilize	this	platform
that	we	could	use	in	the	near	future	as	a	commercially	viable	alternative	.	We	also	Further,	Illumina	may	be	the	only
commercially	viable	supplier	of	certain	equipment	and	reagents	necessary	for	some	of	our	current	tests	and	future	tests	we	may
develop,	including	MCED	and	MRD	tests.	Since	August	2021,	Illumina	has	owned	GRAIL,	which	is	commercializing	a	MCED
test	against	which	certain	of	our	planned	tests	would	compete.	Illumina’	s	ownership	of	GRAIL	could	incentivize	Illumina	to
offer	its	sequencing	products	in	a	manner	that	advantages	GRAIL	over	us	and	other	competitors,	including	the	potential	that
Illumina	may	be	unwilling	or	unable	to	supply,	or	commit	to	supplying,	us	with	sequencing	equipment	and	reagents	on
commercially	acceptable	terms,	or	at	all.	Illumina	has	made	an	irrevocable	standing	offer	to	supply	any	customer	with	its
sequencing	products,	which	we	have	accepted.	However,	that	offer	may	not	provide	pricing	or	other	terms	necessary	for	us	or
others	to	successfully	compete	against	GRAIL,	including	outside	of	the	U.	S.	On	December	17,	2023,	Illumina	publicly
announced	its	intention	to	divest	GRAIL	by	the	end	of	the	second	quarter	of	2024,	after	various	regulatory	decisions	in	the	U.	S.
and	E.	U.	questioned	whether	Illumina’	s	ownership	of	GRAIL	was	consistent	with	antitrust	laws.	The	timing	and	terms	of	such
divestiture	are	uncertain	and,	even	if	it	occurs	as	announced,	it	may	not	mitigate	the	risks	associated	with	our	use	of	Illumina’	s
products.	Although	we	expect	to	continue	our	efforts	to	validate	alternative	sequencing	platforms	on	which	we	could	run	our
OncoExTra	tests	or	other	future	tests	in	a	commercially	viable	manner,	we	may	expend	considerable	time	and	efforts,	endure
delays	to	our	test	development	and	commercialization	timelines,	and	be	ultimately	unsuccessful	in	our	efforts	to	validate
alternatives.	Even	if	we	validate	an	alternative	sequencing	platform,	we	may	become	substantially	dependent	on	the	supplier	of
that	platform.	Similarly,	as	an	additional	example,	we	rely	on	Hamilton	Company	(“	Hamilton	”)	to	provide	us	laboratory
equipment	and	related	supplies	(such	as	racking	and	pipette	tips)	necessary	to	perform	certain	critical	steps	in	our	clinical
laboratory	tests,	including	our	Cologuard	and	precision	oncology	tests.	Although	other	companies	may	offer	viable	alternative
platforms,	we	have	invested	significant	capital,	time	and	expertise	to	procure	Illumina	and	Hamilton	machines	and	to	optimize
their	use	in	our	tests.	We	expect	to	rely	on	third	parties,such	as	contract	research	organizations,medical	institutions	and	clinical
investigators	to	conduct	studies	of	our	technologies	that	may	be	required	by	the	FDA	or	other	U.S.or	foreign	regulatory	bodies
.Our	reliance	on	these	third	parties	for	clinical	development	activities	will	reduce	our	control	over	these	activities.These
third	parties	may	not	complete	activities	on	schedule	or	conduct	studies	in	accordance	with	regulatory	requirements	or
our	study	design	.Our	reliance	on	these	third	parties	will	not	relieve	us	of	our	requirement	to	prepare,and	ensure	our	compliance
with,various	procedures	required	under	good	clinical	practices,even	though	third-	party	contract	research	organizations	may
prepare	and	comply	with	their	own,comparable	procedures.If	these	third	parties	do	not	successfully	carry	out	their	contractual
duties	or	regulatory	obligations	or	meet	expected	deadlines,	if	the	third	parties	need	to	be	replaced	or	if	the	quality	or
accuracy	of	the	data	they	obtain	is	compromised	due	to	the	failure	to	adhere	to	our	clinical	protocols	or	regulatory
requirements	or	for	other	reasons,	our	studies	may	be	extended,delayed,suspended	or	terminated,the	study	data	may	be
invalidated,and	we	may	not	be	able	to	obtain	a	required	regulatory	approval.We	rely	on	certain	software	provided	by	Epic
Systems	Corporation	(“	Epic	”),to	manage	or	support	a	variety	of	critical	business	processes	and	activities	(such	as	receiving	and
fulfilling	orders,billing,collecting	and	making	payments,shipping	products,providing	services	and	support	to	customers	and
fulfilling	contractual	obligations).Implementing	new	software	to	replace	Epic	would	not	only	be	costly,complex	and	difficult,but
could	negatively	affect	financial	accounting	and	reporting	have	engaged	third	party	vendors	to	provide	services	with	respect
to	a	long-	term	supply	agreement	with	Hamilton	variety	of	business	processes.	Failure	by	these	third	parties	to	meet	their
contractual	,	which	requires	our	exclusive	regulatory	and	other	obligations	to	use	-	us,	of	certain	Hamilton	consumables	and
components	with	our	-	or	Hamilton	laboratory	equipment.	However	our	failure	to	adequately	monitor	their	performance	,	it
is	possible	that	Hamilton	could	become	unable	result	in	or	our	unwilling	inability	to	achieve	the	expected	cost	savings
continue	providing	us	with	equipment	and	supplies	on	commercially	acceptable	terms,	if	at	all.	If	our	-	or	efficiencies	access	to
certain	Hamilton	consumables	and	components	became	impacted,	we	may	need	to	completely	replace	the	Hamilton	platform.
Validating	alternative	vendors’	offerings	could	result	in	additional	costs	to	correct	errors	made	be	expensive,	time-
consuming,	and	unsuccessful.	Further,	because	our	Cologuard	test	is	regulated	by	such	service	providers.	Moreover,	we	have
diminished	control	over	the	quality	and	timeliness	of	the	outsourced	services,	including	the	cybersecurity	protections



implemented	by	the	these	third	parties	FDA,	we	may	also	need	FDA	clearance	or	approval	to	replace	certain	Hamilton
equipment	and	supplies	with	another	vendor’	s	offerings.	FDA	approval	or	clearance	may	entail	extensive	new	clinical	and
material	costs	and	delays	and	may	be	ultimately	unsuccessful	.	The	loss	of	a	critical	supplier	or	other	vendor	,	the	failure	to
perform	by	a	critical	supplier	any	such	party	,	the	deterioration	of	our	relationship	with	a	critical	supplier	or	any	unilateral	such
party	or	any	unfavorable	modification	to	the	contractual	terms	under	which	we	are	supplied	certain	supplies	and	/	or	products
services	could	have	a	disruptive	effect	on	our	business,	and	could	adversely	affect	our	results	of	operations	for	an	extended
period	of	time,	particularly	if	we	are	required	to	validate	an	alternative	supplier	vendor	.	Our	ability	to	execute	In	the	ordinary
course	of	our	business	strategy	,	we	collect	and	store	sensitive	data,	including	personal	information,	credit	card	and	other
financial	information,	intellectual	property	and	proprietary	business	information	owned	or	controlled	by	us	or	other
parties	such	as	customers	and	payers.	We	also	communicate	sensitive	data,	including	patient	data,	through	phone,
Internet,	facsimile,	multiple	third-	party	vendors	and	their	subcontractors.	We	depends	-	depend	,	in	part,	on	the	continued
and	uninterrupted	performance	of	our	information	technology	(“	IT	”)	systems	,	which	support	for	significant	elements	of	our
operations,	including	at	our	clinical	laboratories	laboratory	,	information	management	system	and	our	ExactNexusTM
technology	platform	research	and	development	efforts	.	Our	We	depend	on	our	IT	systems	to	receive	support	a	variety	of
functions,	including	laboratory	operations,	test	validation,	sample	tracking,	quality	control,	customer	service	support,
billing	and	reimbursement,	research	and	development	activities,	scientific	and	medical	curation	and	general
administrative	activities.	We	face	a	number	of	risks	related	to	protecting	this	critical	information,	including	loss	of
access,	inappropriate	use	or	disclosure,	unauthorized	access,	inappropriate	modification	and	our	being	unable	to
adequately	monitor,	audit	or	modify	our	controls	over	such	critical	information.	This	risk	extends	to	the	third-	party
vendors	and	subcontractors	we	use	to	manage	this	sensitive	data	or	otherwise	process	test	orders,	securely	store	patient	it
on	our	behalf	as	well	as	other	third	parties	we	share	information	with	like	hospitals	and	health	systems	records	and	deliver
the	results	of	our	tests.	The	integrity	and	protection	of	our	own	data,	and	that	of	our	customers	and	employees,	is	critical	to	our
business	.	IT	systems	are	vulnerable	to	damage	from	a	variety	of	sources,	including	telecommunications	or	network	failures,
malicious	human	acts	from	criminal	hackers,	hacktivists,	state-	sponsored	intrusions,	industrial	espionage	and	employee
malfeasance,	breaches	due	to	employee	error	and	natural	disasters.	Cyberattacks	Moreover,	despite	network	security	and	back-
up	measures,	some	of	our	servers	are	potentially	vulnerable	to	physical	or	electronic	break-	ins,	computer	viruses,	and	similar
disruptive	problems.	Cyber-	attacks	are	becoming	more	sophisticated	and	frequent,	and	in	some	cases	have	caused	significant
harm	at	other	companies.	While	we	devote	significant	resources	to	protect	the	security	of	our	IT	systems,	including	the	personal
data	and	other	information	that	we	receive	and	store,	there	can	be	no	assurance	that	any	security	measures	will	be	effective
against	current	or	future	security	threats.	We	have	experienced	and	expect	to	continue	to	experience	attempted	cyberattacks
cyber-	attacks	of	our	IT	systems	and	networks.	To	date,	none	of	these	attempted	cyberattacks	cyber-	attacks	has	had	a	material
effect	on	our	operations	or	financial	condition.	However,	any	such	breach	or	interruption	could	compromise	our	networks	and
the	information	stored	therein	could	be	accessed	by	unauthorized	parties,	publicly	disclosed,	lost	or	stolen.	Despite	the
precautionary	measures	we	have	taken	to	prevent	unanticipated	problems	that	could	affect	our	IT	systems,	unauthorized	access,
loss	or	disclosure	could	also	disrupt	our	operations,	including	our	ability	to:	•	process	tests,	provide	test	results,	bill	payers	or
patients;	•	process	claims	and	appeals;	•	provide	customer	assistance	services;	•	conduct	research	and	development	activities;	•
collect,	process	and	prepare	company	financial	information;	•	provide	information	about	our	tests	and	other	patient	and
healthcare	provider	education	and	outreach	efforts	through	our	website;	and	•	manage	the	administrative	aspects	of	our	business.
Any	such	access,	disclosure	or	other	loss	of	information	could	result	in	legal	claims	or	proceedings,	liability	under	laws	that
protect	the	privacy	of	personal	information,	such	as	the	Health	Insurance	Portability	and	Accountability	Act	of	1996,	similar	U.
S.	state	data	protection	regulations,	the	GDPR,	and	other	regulations,	the	breach	of	which	could	result	in	significant	penalties
and	damage	to	our	reputation.	In	addition,	disruptions	to	our	business	occurring	as	a	result	of	system	updates	and	enhancements,
such	as	our	efforts	to	move	our	precision	oncology	tests	to	our	technology	and	services	platform,	could	have	a	material	adverse
effect	on	our	financial	condition	and	operating	results.	There	can	be	no	assurance	that	our	process	of	improving	existing
systems,	developing	new	systems	to	support	our	expanding	operations,	protecting	confidential	patient	information,	and
improving	service	levels	will	not	be	delayed	or	will	not	give	rise	to	additional	systems	issues	in	the	future.	Although	we	carry
insurance	for	this	purpose,	failure	to	adequately	protect	and	maintain	the	integrity	of	our	information	systems	and	data,
including	as	a	result	of	a	security	breach,	may	result	in	significant	losses	that	exceed	our	insurance	coverage	limits	and	have	a
material	adverse	effect	on	our	financial	position,	results	of	operations	,	and	cash	flows	.	We	rely	on	courier	delivery	services	to
transport	Cologuard	collection	kits	to	patients	and	samples	for	all	of	our	tests	back	to	laboratory	facilities	for	analysis.	If	these
delivery	services	are	disrupted	or	become	significantly	more	expensive,	customer	satisfaction	and	our	business	could	be
negatively	impacted	.	In	most	cases,	we	ship	Cologuard	collection	kits	to	patients,	and	patients	ship	samples	to	our	Madison,
Wisconsin	laboratory	facilities	for	analysis	by	air	and	ground	express	courier	delivery	service.	Additionally,	medical	providers
typically	ship	samples	for	Oncotype	testing	to	our	laboratory	facilities	via	air	and	ground	express	courier	delivery	service.
Disruptions	in	delivery	service,	whether	due	to	bad	weather,	natural	disaster,	labor	disruptions,	terrorist	acts	or	threats,	or	for
other	reasons,	can	adversely	affect	customer	satisfaction,	specimen	quality	,	and	our	ability	to	provide	our	services	on	a	timely
basis.	If	the	courier	delivery	services	that	transport	Cologuard	collection	kits	or	other	test	samples	institute	significant	price
increases,	our	profitability	would	be	negatively	affected	and	we	may	need	to	identify	alternative	delivery	methods,	if	possible,
modify	our	service	model,	or	attempt	to	raise	our	pricing,	which	may	not	be	possible	with	regard	to	tests	covered	by	Medicare
claims	or	commercially	practicable	with	regard	to	tests	covered	by	commercial	claims	payers	.	The	success	of	our	business
substantially	depends	on	the	efforts	of	our	senior	management	team	and	our	qualified	personnel	and	our	ability	to	foster	and
maintain	an	inclusive	and	collaborative	corporate	culture	.	Our	success	depends	largely	on	the	skills,	experience,	and
performance	of	our	senior	management	team,	and	of	the	highly	skilled	personnel	supporting	our	research	and	development



programs,	commercial	laboratory	operations,	sales	efforts	,	and	information	technology	infrastructure.	The	loss	of	the	service	of
any	member	of	our	senior	management	could	significantly	delay	or	prevent	the	achievement	of	our	corporate	strategies	and
initiatives,	or	adversely	impact	our	ability	to	develop	key	relationships	and	commercialize	our	products	and	services.	Also,
facilitating	seamless	leadership	transitions	for	key	positions	is	a	critical	factor	in	sustaining	the	success	of	our	organization.	If
our	succession	planning	efforts	are	not	effective,	it	could	adversely	impact	our	business.	We	face	intense	competition	with	other
life	science	and	technology	businesses	for	certain	highly	technical	or	scientific	personnel	and	experienced	salespeople	among
life	science	and	technology	businesses	.	We	also	compete	with	universities	and	public	and	private	research	institutions	for	highly
qualified	scientific	personnel.	In	addition,	as	our	sales	efforts	grow	in	size	and	complexity,	we	may	not	be	able	to	successfully
manage	our	dispersed	or	inside	sales	forces	or	our	sales	force	may	not	be	effective.	Market	Because	of	the	competition	for
commercial	their	services	,	we	may	be	unable	to	hire,	partner	with	or	retain	additional	qualified	sales	representatives	or
marketing	or	,	and	medical	affairs	personnel	talent	is	significant	,	either	as	and	we	may	not	be	able	to	hire	our	-	or	employees
retain	such	talent,	or	acquire	it	independent	contractors	or	through	independent	sales	or	other	third-	party	organizations	.
Market	competition	for	commercial	,	marketing	and	medical	affairs	talent	is	significant,	and	we	may	not	be	able	to	hire	or	retain
such	talent	on	commercially	reasonable	terms,	if	at	all.	All	of	our	employees	in	the	U.	S.	are	at	will,	which	means	that	either	we
or	the	employee	may	terminate	their	employment	at	any	time.	If	we	fail	to	attract	and	retain	necessary	personnel	or	effectively
manage	leadership	changes	among	key	positions	in	our	organization,	our	business	and	operating	results	could	be	harmed.	In
addition,	recruiting	and	retaining	talented	and	diverse	personnel	and	fostering	an	inclusive	culture	focused	on	collaboration	and
partnership	across	the	business	are	critical	to	our	success.	As	we	grow,	we	may	face	challenges	in	attracting	and	retaining
qualified	personnel	with	diverse	backgrounds,	experiences	and	skill	sets,	which	could	harm	our	ability	to	execute	our	business
strategy.	Inherent	risks	are	involved	in	providing	and	marketing	our	tests,	including	our	Cologuard	and	Cologuard	Plus	test
tests	and	our	precision	oncology	tests,	and	related	services.	Patients	and	healthcare	providers	rely	on	us	to	provide	accurate
clinical	and	diagnostic	information	that	may	be	used	to	make	critical	healthcare	decisions.	As	such,	users	of	our	tests	may	have	a
greater	sensitivity	to	errors	than	users	of	some	other	types	of	products	and	services.	We	must	maintain	top	service	standards	and
FDA-	mandated	and	other	quality	controls.	Past	or	future	performance	or	accuracy	defects,	incomplete	or	improper	process
controls,	excessively	slow	turnaround	times,	unanticipated	uses	of	our	tests	or	mishandling	of	samples	or	test	results	(whether	by
us,	patients,	healthcare	providers,	courier	delivery	services,	or	others)	can	lead	to	adverse	outcomes	for	patients	and	interruptions
to	our	services.	These	events	could	lead	to	voluntary	or	legally	mandated	safety	alerts	relating	to	our	tests	or	our	laboratory
facilities	and	could	result	in	the	removal	of	our	products	and	services	from	the	market	or	the	suspension	of	our	laboratories'
operations.	Insufficient	quality	controls	and	any	resulting	negative	outcomes	could	result	in	significant	costs	and	litigation,	as
well	as	negative	publicity	that	could	reduce	demand	for	our	tests	and	payers’	willingness	to	cover	our	tests.	Even	if	we	maintain
adequate	controls	and	procedures,	damaging	and	costly	errors	may	occur.	In	connection	with	the	commercialization	of	our	tests,
we	have	added,	and	expect	to	continue	adding,	personnel	to	certain	areas	of	our	business,	including	laboratory	operations,
quality	assurance,	and	compliance.	Our	number	of	full-	time	employees	has	increased	from	4,	800	as	of	December	31,	2020	to	6
7	,	000	500,	as	of	December	31,	2023	2024	.	As	we	continue	to	build	our	commercialization,	marketing,	and	sales	efforts	and
expand	research	and	development	activities	for	current	and	new	products	and	services,	the	scope	and	complexity	of	our
operations	is	increasing	significantly.	In	addition,	our	acquisitions	have	contributed	to	the	increasing	complexity	of	operations,
requiring	significant	changes	to	our	corporate	operations	as	we	integrate	other	companies	and	their	personnel	to	our	systems.
This	growth	has	also	increased	our	operating	expenses	and	capital	requirements,	and	we	expect	that	they	will	continue	to
increase	significantly	.	Our	ability	to	manage	our	growth	effectively	requires	us	to	expend	funds	to	improve	our	operational,
financial	and	management	controls,	reporting	systems	,	and	procedures.	As	we	expand	the	commercialization	of	our	current
tests	and	move	towards	commercializing	new	tests,	we	will	also	need	to	effectively	manage	our	growing	manufacturing,
laboratory	operations,	and	sales	and	marketing	needs.	We	are	continuing	to	explore	the	need	to	add	new	facilities	to	support
anticipated	demand	for	our	current	and	future	tests.	We	face	various	risks	in	managing	these	expansion	efforts,	including
financing,	construction	delays,	budget	management,	quality	control,	design	efficiency,	and	transition	execution.	If	we	are	unable
to	manage	our	anticipated	growth	effectively,	our	business	could	be	harmed.	We	undertake	acquisition	activities	from	time	to
time	.	For	example,	in	September	2023,	we	acquired	Resolution	Bioscience,	Inc	.	Certain	risks	may	exist	as	a	result	of	these	and
other	acquisition	activities,	including,	among	others:	•	potential	unknown	liabilities	and	unforeseen	increased	expenses,	delays,
or	unfavorable	conditions	in	connection	with	the	integration	of	the	acquired	businesses	into	our	business;	•	diversion	of
management’	s	attention	and	company	resources	from	our	existing	operations	of	our	business;	•	the	issuance	of	dilutive
securities,	assumption	or	incurrence	of	additional	debt	obligations	or	expenses,	or	use	of	substantial	portions	of	our	cash	in
acquisitions;	•	difficulties	in	successful	integration	of	the	operations	and	information	technology	systems	of	acquired	businesses
into	our	business;	•	the	potential	loss	of	key	employees,	customers	,	and	strategic	partners	of	ours	and	of	acquired	businesses;	•
the	inability	to	realize	the	anticipated	benefits	of	the	acquisitions	or	do	so	within	the	anticipated	timeframe;	•	negative	impacts
on	our	near-	term	financial	results	after	an	acquisition	or	on	our	future	financial	results	if	we	do	not	effectively	manage	our
expanded	operations;	and	•	the	market	price	of	our	common	stock	may	decline	as	a	result	of	the	acquisitions.	In	the	future,	we
may	enter	into	transactions	to	acquire	other	businesses,	products,	services,	or	technologies,	which	may	ultimately	be
unsuccessful.	If	we	do	identify	suitable	acquisition	targets,	we	may	not	be	able	to	make	such	acquisitions	on	favorable	terms	or
at	all.	Any	acquisitions	we	make	may	not	strengthen	our	competitive	position,	and	these	transactions	may	be	viewed	negatively
by	investors,	healthcare	providers,	patients,	and	others.	We	cannot	predict	the	number,	timing	or	size	of	future	acquisitions	or
the	effect	that	any	such	transactions	might	have	on	our	operating	results.	We	may	also	pursue	strategic	divestitures	that	may
prove	distracting,	unprofitable,	or	otherwise	unsuccessful.	For	example,	in	August	2022	we	completed	a	divestiture	of	assets
related	to	our	Oncotype	DX	Genomic	Prostate	Score	test	(“	GPS	test	”)	to	MDxHealth	SA	(“	MDxHealth	”).	A	successful
divestiture	depends	on	various	factors,	including	our	ability	to	effectively	transfer	liabilities,	contracts,	facilities	,	and	employees



to	the	buyer,	identify	and	separate	the	personnel,	contracts,	and	assets,	including	intellectual	property,	to	be	divested	from	the
portion	of	the	business	and	assets	that	we	wish	to	keep,	and	reduce	fixed	costs	previously	associated	with	the	divested	assets	or
business.	In	exiting	a	business,	we	may	still	retain	liabilities	associated	with	that	business	and	other	indemnification	obligations.
We	may	also	need	to	provide	transition	services	to	the	buyer	for	an	extended	period	of	time	following	the	closing,	which	may
cause	us	to	incur	unanticipated	costs	and	distraction.	With	respect	to	any	divestiture,	we	may	encounter	difficulty	finding
potential	buyers	or	other	divestiture	options	on	favorable	terms.	We	may	agree	to	milestone	or	earnout-	based	consideration,	the
achievement	of	which	will	be	outside	our	control,	and	which	we	may	ultimately	never	receive.	Any	divestiture	could	affect	our
profitability	as	a	result	of	the	gains	or	losses	on	such	sale	of	a	business	or	service,	the	loss	of	the	operating	income	resulting	from
such	sale	or	the	costs	or	liabilities	that	are	not	assumed	by	the	acquirer	(i.	e.,	stranded	costs)	that	may	negatively	impact
profitability	subsequent	to	any	divestiture.	We	may	also	be	required	to	recognize	impairment	charges	as	a	result	of	a	divestiture.
International	expansion	of	our	business	exposes	us	to	business,	regulatory,	labor,	political,	operational,	financial,	liability,
compliance,	payment	collection,	and	economic	risks	associated	with	doing	business	outside	of	the	U.	S.	While	we	do	not	offer
our	Cologuard	and	Cologuard	Plus	test	tests	outside	of	the	U.	S.,	we	currently	commercialize	or	plan	to	commercialize	our
Oncotype	DX	precision	oncology	tests	through	employees	in	Canada,	Japan,	and	a	number	of	European	countries,	as	well	as
through	exclusive	distribution	agreements.	We	have	provided	our	Oncotype	tests	in	approximately	120	countries.	Our	business
strategy	incorporates	continued	international	expansion,	which	includes	growing	our	direct	sales	and	healthcare	provider
outreach	and	education	capabilities	outside	of	the	U.	S.	and	developing	our	relationships	with	payers	and	distributors	in	foreign
markets.	Doing	business	internationally	involves	a	number	of	risks,	including:	•	difficulties	in	complying	with	multiple,
conflicting,	and	changing	laws	and	,	regulations	,	and	policies	,	such	as	tax	laws,	trade	policies,	export	and	import	restrictions	,
tariffs	,	employment	laws,	privacy	and	data	protection	laws,	regulatory	requirements	and	other	governmental	approvals,	permits
,	and	licenses,	including	the	changing	regulation	in	Europe	with	regard	to	medical	device	and	in	vitro	diagnostic	regulations;	•
significant	competition	from	local	and	regional	product	offerings	and	the	fact	that	products	designed	for	U.	S.	markets	may	not
be	preferred	by	foreign	authorities,	payers,	medical	providers	,	and	patients;	•	restrictions	or	prohibitions	of	transmitting	personal
data,	including	patient	data,	from	foreign	jurisdictions	to	our	centralized	laboratories	in	the	U.	S.;	•	difficulties	in	staffing	and
managing	foreign	operations;	•	difficulties	in	managing	distributor	relationships;	•	complexities	associated	with	managing
multiple	payer	reimbursement	regimes,	public	payers,	or	patient	self-	pay	systems;	•	logistics	and	regulations	associated	with
shipping	tissue	samples,	performing	tests	locally	or	complying	with	local	regulations	concerning	the	analysis	of	tissue,	including
infrastructure	conditions	and	transportation	delays;	•	limits	in	our	ability	to	access	or	penetrate	international	markets	if	we	are
not	able	to	process	tests	locally;	•	lack	of	intellectual	property	protection	in	certain	markets;	•	financial	risks,	such	as	longer
payment	cycles,	difficulty	collecting	accounts	receivable,	lower	margins	resulting	from	smaller	scale	foreign	operations,	the
impact	of	local	and	regional	financial	crises	on	demand	and	payment	for	our	tests,	and	exposure	to	foreign	currency	exchange
rate	fluctuations;	•	natural	disasters,	political	and	economic	instability,	including	wars,	strikes,	terrorism,	and	political	unrest,
outbreak	of	disease,	boycotts,	curtailment	of	trade,	and	other	business	restrictions;	•	staffing	difficulties,	funding	restrictions,	and
other	difficulties	facing	medical	institutions	and	payers;	•	regulatory	and	compliance	risks	that	relate	to	maintaining	accurate
information	and	control	over	the	activities	of	our	sales	force	and	distributors	that	may	fall	within	the	purview	of	the	FCPA,	its
books	and	records	provisions	or	its	anti-	bribery	provisions,	or	similar	anti-	bribery	or	anti-	corruption	laws	or	regulations,	such
as	the	United	Kingdom	(“	U.	K.	”)	Anti-	bribery	Act	and	the	U.	K.	Criminal	Finances	Act;	and	•	complexity	of	compliance
with	local	standard	contractual	requirements	to	access	public	customers	and	payers.	Any	of	these	factors	could	significantly
harm	our	current	international	operations	or	future	international	expansion	and,	consequently,	our	financial	condition	and	results
of	operations.	The	growth	of	our	business	is,	and	will	continue	to	be,	affected	by	changes	in	the	overall	global	economy.	Various
macroeconomic	factors	could	adversely	affect	our	business	and	the	results	of	our	operations	and	financial	condition,	including
changes	in	inflation,	high	interest	rates,	foreign	currency	exchange	rates,	weakness	in	general	economic	conditions	,	and
threatened	or	actual	recessions,	including	those	resulting	from	the	current	and	future	conditions	in	the	global	financial	markets,
shifting	political	landscapes,	and	budgeting	constraints	of	governmental	entities.	Cost	inflation,	including	increases	in	raw
material	prices,	labor	rates,	and	transportation	costs,	and	tariffs,	may	continue	to	impact	our	profitability.	Our	ability	to	recover
these	cost	increases	through	price	increases	is	significantly	limited	by	the	process	by	which	we	are	reimbursed	for	our	products
and	services	by	government	and	private	payers.	In	addition,	disruptions	in	the	U.	S.,	Europe	or	other	economies,	including	due	to
geopolitical	conflict	or	uncertainty	and	changing	international	trade	policies	,	could	disrupt	global	markets,	interrupt	global
supply	chains,	and	have	other	potential	inflationary	or	recessionary	effects	on	the	global	economy.	The	volatility	of	the	capital
markets	could	also	affect	the	value	of	our	investments	and	our	ability	to	liquidate	our	investments	in	order	to	fund	our
operations.	The	high	interest	rate	environment	and	reduced	access	to	capital	markets	could	also	adversely	affect	the	ability	of
our	suppliers,	distributors,	licensors,	collaborators,	contract	manufacturers	,	and	other	commercial	partners	to	remain	effective
business	partners	or	to	remain	in	business.	The	loss	of	a	critical	business	partner,	or	a	failure	to	perform	by	a	critical	business
partner,	could	have	a	disruptive	effect	on	our	business	and	could	adversely	affect	our	results	of	operations.	Pandemics	or	disease
outbreaks,	such	as	the	COVID-	19	pandemic,	have	created	and	may	continue	to	create	significant	volatility,	uncertainty	and
economic	disruption	in	the	markets	in	which	we	sell	or	plan	to	sell	our	current	or	future	tests	and	in	which	we	operate,	and	may
negatively	impact	business	and	healthcare	activity	globally.	For	example,	in	response	to	the	COVID-	19	pandemic,	governments
around	the	world	imposed	measures	designed	to	reduce	the	transmission	of	COVID-	19,	patients	postponed	visits	to	healthcare
providers,	certain	healthcare	providers	temporarily	closed	their	offices	or	restricted	patient	visits,	healthcare	provider	employees
became	generally	unavailable	and	there	were	disruptions	in	the	operations	of	payers,	suppliers	,	and	other	third	parties	that	are
necessary	for	our	tests	to	be	administered.	The	extent	to	which	fear	of	exposure	to	or	actual	effects	of	COVID-	19,	new	variants,
disease	outbreak,	epidemic	or	a	similar	widespread	health	concern	impacts	our	business	will	depend	on	future	developments,
which	are	highly	uncertain	and	cannot	be	predicted	with	confidence,	such	as	the	speed	and	extent	of	geographic	spread	of	the



disease,	the	duration	of	the	outbreak,	travel	restrictions,	the	efficacy	of	vaccination	,	and	treatment;	impact	on	the	U.	S.	and
international	healthcare	systems,	the	U.	S.	economy	and	worldwide	economy;	the	timing,	scope	,	and	effectiveness	of	U.	S.	and
international	governmental	response;	and	the	impact	on	the	health,	well-	being	,	and	productivity	of	our	employees;	and	short-
and	long-	term	changes	in	the	behaviors	of	medical	professionals	and	patients	resulting	from	any	such	pandemic,	outbreak,
epidemic	,	or	other	health	concern.	Genetic	testing	has	raised	ethical,	legal	,	and	social	issues	regarding	privacy	rights	and	the
appropriate	uses	of	the	resulting	information.	Governmental	authorities	could,	for	social	or	other	purposes,	limit	or	regulate	the
use	of	genetic	information	or	genetic	testing	or	prohibit	testing	for	genetic	predisposition	to	certain	conditions,	particularly	for
those	that	have	no	known	cure.	Similarly,	these	concerns	may	lead	patients	to	refuse	to	use,	or	clinicians	to	be	reluctant	to	order,
genetic	tests	even	if	permissible.	These	and	other	ethical,	legal	,	and	social	concerns	may	limit	market	acceptance	of	our	genetic
tests	or	reduce	the	potential	markets	for	these	tests,	either	of	which	could	have	an	adverse	effect	on	our	business,	financial
condition	or	results	of	operations.	The	effects	of	global	climate	change	present	risks	to	our	business.	Natural	disasters,	extreme
weather	,	and	other	conditions	caused	by	or	related	to	climate	change	could	adversely	impact	our	supply	chain,	the	courier
delivery	services	we	use,	the	availability	and	cost	of	raw	materials	and	components,	energy	supply,	water,	transportation,	or
other	inputs	necessary	for	the	operation	of	our	business.	Climate	change	and	natural	disasters	could	also	impact	behaviors	of
medical	providers	or	patients	or	result	in	physical	damage	to	our	facilities	as	well	as	those	of	our	suppliers,	health	care	providers
,	and	other	business	partners,	all	of	which	could	negatively	impact	and	disrupt	our	business	and	operations.	Our	facilities	and
our	laboratory	equipment	would	be	costly	to	replace	and	could	require	substantial	lead	time	to	repair	or	replace.	Although	we
believe	we	possess	adequate	insurance	for	the	disruption	of	our	business	from	causalities,	such	insurance	may	not	be	sufficient
to	cover	all	of	our	potential	losses	and	may	not	continue	to	be	available	to	us	on	acceptable	terms,	or	at	all.	New	or	additional
legal	or	regulatory	requirements	may	be	enacted	to	reduce	greenhouse	gas	emissions,	mitigate	the	effects	of	climate	change	on
the	environment	or	address	other	corporate	social	responsibility	and	sustainability	matters.	Any	such	new	or	additional	legal	or
regulatory	requirements	may	increase	the	costs	associated	with,	or	disrupt,	the	development,	manufacturing	,	and	distribution	of
our	tests	or	the	performance	of	related	services,	which	may	adversely	affect	our	business	and	financial	results.	In	addition,	any
failure	to	adequately	address	stakeholder	expectations	with	respect	to	corporate	social	responsibility	and	sustainability	matters,
including	addressing	climate	change,	may	result	in	the	loss	of	business,	damage	to	our	reputation,	diluted	market	valuations,
challenges	in	attracting	and	retaining	talented	employees	and	restrictions	on	certain	aspects	of	our	activities.	Furthermore,	our
adoption	of	certain	standards	for	our	corporate	social	responsibility	and	sustainability	efforts	and	related	matters	or	mandated
compliance	to	certain	requirements	could	necessitate	additional	investments	that	could	hinder	our	profitability.	Artificial
Intelligence	(“	AI	”)	is	increasingly	being	used	across	the	global	business	landscape,	including	in	the	life	sciences	and	healthcare
industries.	We	have	already	employed	certain	AI	technologies	into	our	business	to	enhance	our	operations,	products,	technology,
and	services	and	expect	our	use	of	AI	to	increase	as	the	technology	rapidly	evolves	and	improves.	However,	AI	innovation
presents	risks	and	challenges	that	could	impact	our	business.	AI	algorithms	may	be	flawed.	Datasets	may	be	insufficient	or
contain	biased	information.	Ineffective	AI	development	and	deployment	practices	by	us	or	our	commercial	partners	could	result
in	violations	of	our	confidentiality	and	privacy	obligations	or	applicable	laws	and	regulations,	jeopardize	our	intellectual
property	rights,	cause	or	contribute	to	unlawful	discrimination,	result	in	the	misuse	of	personally	identifiable	information,
including	PHI,	or	give	rise	to	significant	cyber	security	risks,	any	of	which	could	have	a	material	adverse	effect	on	our	business,
results	of	operations,	and	financial	condition.	We	may	also	face	increased	competition	from	other	companies	that	are	employing
AI	and	related	technologies,	some	of	whom	may	develop	more	effective	methods	than	we	and	any	of	our	commercial	partners
have,	which	could	have	a	material	adverse	effect	on	our	business,	results	of	operations,	or	financial	condition.	In	addition,
uncertainties	regarding	developing	legal	and	regulatory	requirements	and	standards	may	require	significant	resources	to	modify
and	maintain	business	practices	to	comply	with	U.	S.	and	foreign	laws	concerning	the	use	of	AI	and	related	technologies,	the
nature	of	which	cannot	be	determined	at	this	time.	From	time	to	time,	we	are	a	party	to	or	otherwise	involved	in	legal
proceedings,	claims	and	government	investigations	,	and	other	legal	matters,	both	inside	and	outside	the	U.	S.,	arising	in	the
ordinary	course	of	our	business	or	otherwise.	We	are	currently	involved	in	various	legal	proceedings	and	claims	that	have	not
yet	been	fully	resolved,	and	additional	claims	may	arise	in	the	future.	Legal	proceedings	in	which	we	are	currently	involved
include	those	proceedings	described	in	Note	15	of	the	Notes	to	Consolidated	Financial	Statements	included	in	Item	8	of	this
Annual	Report	on	Form	10-	K	(“	Notes	to	Consolidated	Financial	Statements	”	.	Additionally,	the	distribution,	sale,	use	,	and
results	of	our	tests	could	lead	to	liability	claims.	Legal	proceedings	can	be	complex	and	take	many	months,	or	even	years,	to
reach	resolution,	with	the	final	outcome	depending	on	a	number	of	variables,	some	of	which	are	not	within	our	control.	From
time	to	time,	we	may	also	be	compelled	to	protect	our	business	interests	through	the	initiation	of	litigation	against	others.
Litigation	,	whether	offensive	or	defensive,	is	subject	to	significant	uncertainty	and	may	be	expensive,	time-	consuming,	and
disruptive	to	our	operations.	Although	we	will	vigorously	defend	and	advocate	for	ourselves	in	such	legal	proceedings,	their
ultimate	resolution	and	potential	financial	and	other	impacts	on	us	are	uncertain.	For	these	and	other	reasons,	we	may	choose	to
settle	legal	proceedings	and	claims,	regardless	of	their	actual	merit.	If	a	legal	proceeding	is	resolved	against	us,	it	could	result	in
significant	compensatory	damages,	and	in	certain	circumstances	punitive	or	trebled	damages,	disgorgement	of	revenue	or
profits,	remedial	corporate	measures	or	injunctive	relief	imposed	on	us	.	Even	if	litigation	is	resolved	in	our	favor,	costs	and
disruptions	to	the	Company	may	have	a	negative	impact	on	business	.	If	our	existing	insurance	does	not	cover	the	amount	or
types	of	damages	awarded,	or	if	other	resolution	or	actions	taken	as	a	result	of	a	legal	proceeding	were	to	restrain	our	ability	to
operate,	our	financial	position,	results	of	operations	or	cash	flows	could	be	materially	adversely	affected.	Any	claim	brought
against	us,	with	or	without	merit,	could	increase	our	liability	insurance	rates	or	prevent	us	from	securing	insurance	coverage	in
the	future.	In	addition,	legal	proceedings,	and	any	adverse	resolution	thereof,	can	result	in	adverse	publicity	and	damage	to	our
reputation,	which	could	adversely	impact	our	business.	The	amounts	we	record	for	legal	contingencies	can	result	from	a
complex	series	of	judgments	about	future	events	and	uncertainties	and	can	rely	heavily	on	estimates	and	assumptions.	While	we



have	accrued	for	certain	potential	legal	liabilities,	there	is	no	guarantee	that	additional	costs	will	not	be	incurred	beyond	the
amounts	accrued.	We	must	navigate	complex	and	evolving	healthcare	regulations,	which	control	how	we	conduct	our	business
and	how	we	are	paid.	Existing	legislation,	and	possible	future	legal	and	regulatory	changes,	including	potential	repeal	or
modification	of	the	ACA,	could	materially	change	the	structure	and	finances	of	the	health	insurance	system	and	the
methodology	for	reimbursing	medical	services,	drugs	,	and	devices,	including	our	current	and	future	products	and	services.	The
ACA	has	also	been	the	subject	of	various	legal	challenges	and	if	the	plaintiffs	in	any	case	challenging	the	ACA	are	ultimately
successful	insurance	coverage	for	our	tests	could	be	materially	and	adversely	affected	.	For	example,	in	June	2024,	the	Fifth
Circuit	Court	of	Appeals	in	Braidwood	Management	v.	Becerra	affirmed	a	district	court	ruling	that	the	ACA’	s
requirement	that	insurance	cover	certain	preventive	services	without	cost	sharing	is	unconstitutional.	The	Braidwood
ruling	remains	subject	to	an	ongoing	appeal	to	the	U.	S.	Supreme	Court,	which	has	agreed	to	hear	the	lawsuit	with	oral
arguments	expected	in	spring	2025	and	a	decision	expected	in	the	summer	of	2025.	We	cannot	predict	the	final	outcome
of	the	Braidwood	matter,	whether	there	will	be	additional	future	challenges	to	the	ACA,	or	what	impact,	if	any,	such
challenges	may	have	on	our	business	.	Any	change	in	reimbursement	policy	could	result	in	a	change	in	patient	cost-	sharing,
which	could	adversely	affect	a	provider’	s	willingness	to	prescribe	and	patient’	s	willingness	and	ability	to	use	our	tests	and	any
other	product	or	service	we	may	develop.	Healthcare	reforms,	which	may	intend	to	reduce	healthcare	costs,	may	have	the	effect
of	discouraging	third-	party	payers	from	covering	certain	kinds	of	medical	products	and	services,	particularly	newly	developed
technologies,	like	those	we	have	developed	in	the	past	or	we	may	develop	in	the	future.	We	cannot	predict	whether	future
healthcare	reform	initiatives	will	be	implemented	at	the	federal	or	state	level	or	the	effect	any	such	future	legislation	or
regulation	will	have	on	us.	The	taxes	imposed	by	new	legislation,	cost	reduction	measures	and	the	expansion	or	contraction	in
the	government’	s	role	in	the	U.	S.	healthcare	industry	may	result	in	decreased	profits	to	us,	which	may	adversely	affect	our
business,	financial	condition	,	and	results	of	operations.	The	Protecting	Access	to	Medicare	Act	of	2014	(“	PAMA	”)	presents
significant	uncertainty	for	future	CMS	reimbursement	rates.	Because	Medicare	currently	covers	a	significant	number	of	our
patients,	any	reduction	in	the	CMS	reimbursement	rate	for	our	tests	would	negatively	affect	our	revenues	and	our	business
prospects.	Under	PAMA,	CMS	reimbursement	rates	for	clinical	diagnostic	laboratory	tests	are	updated	every	three	years	or
annually	for	clinical	laboratory	tests	that	are	considered	“	advanced	diagnostic	laboratory	tests.	”	There	can	be	no	assurance
under	PAMA	that	adequate	CMS	reimbursement	rates	will	continue	to	be	assigned	to	our	tests.	Coverage	of	Congress	could
modify	or	our	Cologuard	repeal	PAMA	in	the	future	or	CMS	could	modify	regulations	under	PAMA,	and	Cologuard	Plus	any
such	action	could	have	the	effect	of	reducing	the	CMS	reimbursement	rate	for	our	tests	.	Further,	it	is	possible	that	Medicare	or
other	federal	payers	that	provide	reimbursement	for	our	tests	may	suspend,	revoke	or	discontinue	coverage	at	any	time,	may
require	co-	payments	from	patients,	or	may	reduce	the	reimbursement	rates	payable	to	us.	Any	such	action	could	have	a	negative
impact	on	our	revenues.	Coverage	of	our	Cologuard	test	and	other	screening	or	diagnostic	products	that	we	may	develop	may
also	depend,	in	whole	or	in	part,	on	whether	payers	determine,	or	courts	and	/	or	legislative	or	regulatory	authorities	determine,
coverage	is	required	under	applicable	federal	or	state	laws	mandating	coverage	of	certain	cancer	screening	or	diagnostic
services.	For	example,	while	we	believe	the	ACA	Mandate	requires	most	health	insurers	to	cover	our	Cologuard	and
Cologuard	Plus	test	tests	for	most	patients	between	the	ages	of	45	and	75	without	patient	cost-	sharing,	some	health	insurers
have	disagreed	and	determined	not	to	cover	our	Cologuard	and	Cologuard	Plus	test	tests	and	others	may	take	that	position	in
the	future.	Further,	states	may	decide	to	modify	their	laws,	which	may	include	repeal	of	those	coverage	mandates	that	we
believe	currently	apply	to	our	Cologuard	and	Cologuard	Plus	test	tests	.	Our	commercial	success	depends,	in	large	part,	on	the
availability	of	reimbursement	at	adequate	reimbursement	rates	for	our	current	tests,	including	our	flagship	Cologuard	and
Oncotype	tests	and	our	products	in	development,	from	government	insurance	plans,	managed	care	organizations	and	commercial
insurance	plans.	Although	we	received	a	positive	coverage	decision	decisions	and	what	we	believe	are	is	an	adequate
reimbursement	rate	rates	from	CMS	for	our	Cologuard	and	Cologuard	Plus	test	tests	,	it	is	also	critical	that	other	third-	party
payers	approve	and	maintain	reimbursement	for	our	Cologuard	test	at	adequate	reimbursement	rates.	We	also	have	received
positive	coverage	determinations	for	our	Oncotype	DX	breast	cancer	test	for	N-,	ER	patients	from	most	third-	party	payers,	but
have	less	favorable	coverage	for	our	other	Oncotype	tests.	Additionally,	successful	commercialization	of	our	newly	developed
products	,	including	our	Cologuard	Plus	test,	our	Oncodetect	MRD	test,	and	our	Cancerguard	MCED	test,	will	also
depend	on	our	ability	to	obtain	and	maintain	reimbursement	from	government	insurance	plans,	managed	care	organizations,	and
commercial	insurance	plans	at	adequate	reimbursement	rates.	Healthcare	providers	may	be	reluctant	to	prescribe,	and	patients
may	be	reluctant	to	complete,	our	tests	if	they	are	not	confident	that	patients	will	be	reimbursed	for	our	tests.	Third-	party
payers,	both	in	the	U.	S.	and	internationally,	are	increasingly	attempting	to	contain	healthcare	costs	by	limiting	both	coverage
and	the	level	of	reimbursement	for	healthcare	products	and	services.	As	a	result,	there	is	uncertainty	surrounding	the	future	level
of	reimbursement,	if	any,	for	our	current	tests	and	any	new	tests	we	may	develop.	Reimbursement	by	a	third-	party	payer	may
depend	on	a	number	of	factors,	including	a	payer’	s	determination	that	tests	using	our	technologies	are	sufficiently	sensitive	and
specific;	not	experimental	or	investigational;	approved	or	recommended	by	the	major	guideline	organizations;	subject	to
applicable	federal	or	state	coverage	mandates;	reliable,	safe	,	and	effective;	medically	necessary;	appropriate	for	the	specific
patient;	and	cost-	effective.	Moreover,	coverage	determinations	and	reimbursement	rates	are	subject	to	change,	and	we	cannot
guarantee	that	even	if	we	initially	achieve	adequate	coverage	and	reimbursement	rates	for	our	tests,	they	will	continue	to	apply
in	the	future	or	remain	adequate	as	we	face	increases	in	operating	costs,	such	as	labor	and	supply	costs	that	are	subject	to
inflation,	and	government	and	commercial	payers	may	cause	us	to	accept	lower	prices.	Even	where	a	third-	party	payer	agrees	to
cover	one	of	our	tests,	other	factors	may	have	a	significant	impact	on	the	actual	reimbursement	we	receive	from	that	payer.	For
example,	if	we	do	not	have	a	contract	with	a	given	payer,	we	may	be	deemed	an	“	out-	of-	network	”	provider	by	that	payer,
which	could	result	in	the	payer	allocating	a	portion	of	the	cost	of	the	test	to	the	patient,	notwithstanding	any	applicable	coverage
mandate.	We	may	be	unsuccessful	in	our	efforts	to	enter	into,	or	maintain,	a	network	contract	with	a	given	payer,	and	we	expect



that	our	network	status	with	a	given	payer	may	change	from	time	to	time	for	a	variety	of	reasons,	many	of	which	may	be	outside
our	control.	To	the	extent	one	of	our	tests	is	out	of	network	for	a	given	payer,	healthcare	providers	may	be	less	likely	to
prescribe	that	test	for	their	patients	and	their	patients	may	be	less	likely	to	comply	with	those	prescriptions	that	are	written.	Also,
some	payers	may	mandate	prior	authorization	or	other	medical	management	practices	that	impose	significant	additional	costs	on
us,	may	be	difficult	to	comply	with	given	our	position	as	a	laboratory	that	generally	does	not	have	direct	access	to	patient
medical	records,	may	make	healthcare	providers	less	likely	to	prescribe	our	tests	for	their	patients,	and	may	make	patients	less
likely	to	comply	with	healthcare	provider	orders	for	our	tests,	all	or	any	of	which	may	have	an	adverse	effect	on	our	revenues.
The	majority	of	our	international	Oncotype	DX	breast	and	colon	cancer	test	revenues	come	from	payer	reimbursement,
including	from	public	or	government-	controlled	or	regulated	payers,	payments	from	our	distributors,	and	patient	self-	pay.
Obtaining	reimbursement	from	public	payers	outside	of	the	U.	S.	generally	involves	complex	requirements	that	we	may	be
unable	to	satisfy.	Even	if	public	or	private	reimbursement	is	obtained,	it	may	be	discontinued,	cover	competing	tests,	or	the
reimbursement	may	be	limited	to	a	subset	of	the	eligible	patient	population	or	conditioned	upon	local	performance	of	the	tests	or
other	requirements	we	may	have	difficulty	satisfying.	Reimbursement	levels	outside	of	the	U.	S.	may	vary	considerably	from
the	domestic	reimbursement	amounts	we	receive.	In	addition,	because	we	generally	rely	on	distributors	to	obtain	reimbursement
for	our	tests	in	certain	countries	outside	of	the	U.	S.,	to	the	extent	we	do	not	have	direct	reimbursement	arrangements	with
payers,	we	may	not	be	able	to	retain	reimbursement	coverage	in	those	countries	if	our	agreement	with	a	distributor	is	terminated
or	expires,	if	a	distributor	fails	to	pay	us	or	if	other	events	prevent	payment.	We	are	subject	to	CLIA,	a	federal	law	that	regulates
clinical	laboratories	that	perform	testing	on	specimens	derived	from	humans	for	the	purpose	of	providing	information	for	the
diagnosis,	prevention	or	treatment	of	disease.	CLIA	regulations	establish	specific	standards	with	respect	to	personnel
qualifications,	facility	administration,	proficiency	testing,	quality	control,	quality	assurance	and	inspections.	Any	testing	subject
to	CLIA	regulation	must	be	performed	in	a	CLIA	certified	laboratory.	CLIA	certification	is	also	required	in	order	for	us	to	be
eligible	to	bill	state	and	federal	healthcare	programs,	as	well	as	commercial	payers,	for	our	tests.	In	addition,	some	states,
including	California	and	New	York,	require	that	we	hold	licenses	or	permits	to	test	samples	from	patients	in	those	states,	even	if
our	laboratory	facilities	are	not	located	in	those	states,	and	as	a	result	we	are	also	required	to	maintain	standards	related	to	those
states’	licensure	requirements	to	conduct	testing	in	our	laboratories.	Failure	to	comply	with	applicable	clinical	laboratory
licensure	requirements	may	result	in	a	range	of	enforcement	actions,	including	suspension,	limitation	or	revocation	of	our	CLIA
certification	and	/	or	state	licenses,	imposition	of	a	directed	plan	of	action,	on-	site	monitoring,	civil	monetary	penalties,	criminal
sanctions,	inability	to	receive	reimbursement	from	Medicare,	Medicaid	,	and	commercial	payers,	as	well	as	significant	adverse
publicity.	Any	sanction	imposed	under	CLIA,	its	implementing	regulations,	or	state	or	foreign	laws	or	regulations	governing
clinical	laboratory	licensure	or	our	failure	to	renew	our	CLIA	certification,	a	state	or	foreign	license	or	accreditation,	could	have
a	material	adverse	effect	on	our	business,	financial	condition	,	and	results	of	operations.	Even	if	we	were	able	to	bring	our
laboratory	back	into	compliance,	we	could	incur	significant	expenses	and	potentially	lose	revenue	in	doing	so.	We	may	also	be
subject	to	laboratory	regulations	in	foreign	jurisdictions	as	we	seek	to	expand	international	utilization	of	our	tests	or	as	such
jurisdictions	adopt	new	licensure	requirements,	which	may	require	review	of	our	tests	in	order	to	offer	them	or	may	have	other
limitations	such	as	restrictions	on	the	transport	of	specimens	necessary	for	us	to	perform	our	tests	that	may	limit	our	ability	to
make	our	tests	available	outside	of	the	U.	S.	Complying	with	licensure	requirements	in	new	jurisdictions	may	be	expensive,
time-	consuming	,	and	subject	us	to	significant	and	unanticipated	delays.	Manufacturers	of	medical	devices	must	comply	with
various	regulatory	requirements	under	the	FDCA	and	regulations	thereunder,	including,	but	not	limited	to,	quality	system
regulations,	unless	they	are	exempt,	facility	registration,	product	listing,	labeling	requirements,	and	certain	post-	market
surveillance	requirements.	If	we	do	not	meet	applicable	regulatory	or	quality	standards,	our	products	may	be	subject	to	recall,
and,	under	certain	circumstances,	we	may	be	required	to	notify	applicable	regulatory	authorities	about	a	recall.	In	2017,	we
recalled	one	of	the	components	of	our	Cologuard	test	kit	and	circumstances	may	arise	that	cause	us	to	recall	other	products	or
components	used	in	connection	with	our	Cologuard	test.	Any	such	recalls	could	have	an	adverse	effect	on	our	ability	to	provide
our	the	Cologuard	test	tests	,	which	in	turn	would	adversely	affect	our	financial	condition.	Unless	otherwise	exempted	or
subject	to	enforcement	discretion,	medical	devices,	which	include	screening	and	diagnostic	tests,	must	receive	either	FDA
regulatory	approval	or	clearance	before	being	marketed	in	the	U.	S.	Our	Cologuard	and	Cologuard	Plus	test	tests	is	are
regulated	by	the	FDA	as	a	medical	device	and	we	may	develop	new	tests	that	are	deemed	medical	devices	and	require	FDA
clearance	or	approval	.	Additionally,	our	current	and	future	LDT	products	may	be	subject	to	some	or	all	of	the	FDA
medical	device	requirements	under	the	LDT	Rule	.	The	FDA	determines	whether	a	medical	device	will	require	either
regulatory	approval	or	clearance	based	on	statutory	criteria	that	include	the	risk	associated	with	the	device	and	whether	the
device	is	similar	to	an	existing,	legally	marketed	product.	The	process	to	obtain	either	regulatory	approval	or	clearance	is	will
likely	be	costly,	time-	consuming,	and	uncertain.	The	regulatory	approval	process	is	generally	more	challenging	than	the
clearance	process.	Even	if	we	design	a	product	that	we	expect	to	be	eligible	for	the	regulatory	clearance	process,	the	FDA	may
require	that	the	product	undergo	the	regulatory	approval	process.	There	can	be	no	assurance	that	the	FDA	will	ever	permit	us	to
market	any	new	product	that	we	develop.	Even	if	regulatory	approval	or	clearance	is	granted,	such	approval	may	include
significant	limitations	on	indicated	uses,	which	could	materially	and	adversely	affect	the	prospects	of	any	new	medical	device.
FDA	regulatory	approval	or	clearance	is	also	required	for	certain	enhancements	we	may	make	to	our	Cologuard	current	test
tests	or	future	FDA-	approved	or-	cleared	tests.	For	example,	our	next	generation	Cologuard	test	will	require	FDA	approval
before	it	can	be	marketed	and	we	are	in	the	process	of	seeking	that	approval.	FDA	approval	or	clearance	may	also	be	required	to
make	changes	to	the	processes,	equipment,	reagents,	and	other	consumables	used	in	connection	with	a	test	.	Some	of	our
current	LDTs	that	qualify	as	Grandfather	LDTs	under	the	LDT	Rule	may	require	FDA	approval	or	clearance	if	they	are
modified	beyond	what	FDA	determines	to	be	acceptable	under	the	LDT	Rule	.	The	FDA’	s	approval	pathway	can	be	time-
consuming	and	costly	and	there	can	be	no	assurance	that	the	FDA	will	ultimately	approve	any	premarket	approval	submitted	by



us	in	a	timely	manner	or	at	all.	In	addition,	the	FDA’	s	ability	to	review	and	clear	or	approve	new	products	or	changes	to
existing	products	can	be	affected	by	a	variety	of	factors,	including	government	budget	and	,	funding	,	and	staffing	levels	,
changes	in	Presidential	administration	,	statutory,	regulatory,	and	policy	changes,	the	FDA’	s	ability	to	hire	and	retain	key
personnel	and	accept	the	payment	of	user	fees,	and	other	events	that	may	otherwise	affect	the	FDA’	s	ability	to	perform	routine
functions.	Average	review	times	at	the	agency	have	fluctuated	in	recent	years	as	a	result.	In	addition,	prolonged	government
shutdowns	or	global	health	concerns	may	prevent	or	delay	the	FDA	or	other	regulatory	authorities	from	conducting,	at	all	or	in	a
timely	manner,	their	regular	inspections,	reviews,	or	other	regulatory	activities	(including	pre-	submission	engagements).	Any
such	delay	in	the	ability	of	the	FDA	or	other	regulatory	authorities	to	timely	review	and	process	our	regulatory	submissions
could	have	a	material	adverse	effect	on	our	business.	Delays	in	receipt	of,	or	failure	to	obtain,	clearances	or	approvals	could
materially	delay	or	prevent	us	from	commercializing	our	products	or	result	in	substantial	additional	costs	that	could	decrease	our
profitability.	In	addition,	even	if	we	receive	FDA	clearance	or	approval	for	a	new	or	enhanced	product,	the	FDA	may	condition,
withdraw,	or	materially	modify	its	clearance	or	approval.	The	FDA	’	s	implementation	may	change	its	position	with	respect	to
its	regulation	of	the	LDT	Rule	laboratory	developed	tests	we	offer	or	may	cause	seek	to	offer	in	the	future,	causing	us	to	incur
substantial	costs	and	time	delays	associated	with	meeting	requirements	for	pre-	market	clearance	or	approval	or	we	could
experience	decreased	demand	for	or	reimbursement	of	our	tests.	Our	Oncotype	tests,	OncoExTra	test,	and	certain	other	tests	we
offer	are	regulated	marketed	as	LDTs	and	we	may	seek	to	commercialize	certain	of	our	products	in	development	as	LDTs.
LDTs	are	clinical	laboratory	tests	that	are	developed	and	validated	by	a	laboratory	for	its	own	use.	The	FDA	historically	has
taken	the	position	that	it	has	the	authority	to	regulate	such	tests	as	medical	devices	under	the	FDC	Act	but	until	recently	has	for
the	most	part	exercised	enforcement	discretion	and	has	not	required	clearance,	de	novo	classification,	or	approval	of	LDTs	prior
to	marketing.	In	May	2024	At	various	times	since	2006	,	the	FDA	has	issued	the	LDT	Rule	which	amended	the	documents
outlining	its	intent	to	require	varying	levels	of	FDA	oversight	of	many	'	s	regulations	to	make	explicit	that	LDTs	are	,
including	our	tests.	In	October	2023,	the	FDA	announced	a	proposed	rule	seeking	to	regulate	LDTs	as	medical	devices	under	the
FD	&	C	Act.	Along	with	the	final	rule,	the	FDCA	-	FDA	.	The	comment	period	for	finalized	a	policy	under	which	the	FDA’
s	historical	proposed	rule	closed	in	December	2023	and	the	FDA	has	indicated	its	desire	to	issue	a	final	rule	on	LDTs	in	April
2024	or	shortly	thereafter.	Even	if	FDA	does	not	finalize	its	proposed	rule,	the	U.	S.	Congress	may	enact	statutory	changes	that
could	alter	or	eliminate	FDA’	s	current	LDT	enforcement	discretion	policy.	It	is	therefore	unclear	at	this	time	what	form	that
final	regulation	may	take,	or	if	FDA	will	finalize	the	regulation	at	all.	It	is	also	unclear	what	additional	obligations	might	be
placed	on	us	phased	out	over	the	course	of	three	years,	as	well	as	targeted	we	continue	to	offer	LDTs	in	light	of	FDA'	s
renewed	interest	in	greater	oversight	into	this	class	of	tests	and	the	potential	for	legislative	changes.	Action	by	the	FDA	or
Congress	to	phase	out	the	FDA’	s	current	policy	of	enforcement	discretion	over	policies	for	certain	categories	of	LDTs	.
Under	the	LDT	Rule	and	this	policy,	(1)	from	May	2025	to	May	2028	various	requirements	will	be	phased	in	including
MDR	requirements,	correction	and	removal	reporting	requirements,	registration	and	listing	requirements,	labeling
requirements,	investigational	use	requirements	and	quality	system	requirements,	(2)	beginning	in	November	2027,
premarket	review	requirements	will	become	applicable	to	high	risk	(e.	g.,	Class	III)	LDTs	and	(3)	beginning	in	May
2028,	premarket	review	requirements	will	become	applicable	to	moderate	and	low	risk	LDTs.	LDTs	that	were	first
marketed	prior	to	May	6,	2024	(and	have	not	been	significantly	modified)	(“	Grandfathered	LDTs	”)	and	LDTs	for
unmet	medical	needs	manufactured	and	performed	by	laboratories	integrated	in	a	healthcare	system,	will	not	be	subject
to	premarket	review	and	most	of	the	quality	system	requirements.	Implementation	and	enforcement	of	the	LDT	Rule	by
the	FDA	may	materially	impact	our	development	and	commercialization	of	LDTs,	including	our	Oncotype	tests	.	If	pre-	market
review	is	required	for	our	current	LDTs,	the	FDA	could	require	that	we	stop	selling	our	tests	pending	pre-	market	clearance	or
approval	and	our	business	could	be	negatively	impacted	in	the	U.	S.	until	such	review	is	completed	and	clearance	or	approval	is
obtained	.	The	regulatory	approval	process	may	involve,	among	other	things,	successfully	completing	additional	clinical	studies
and	submitting	a	pre-	market	clearance	notice	or	filing	a	pre-	market	approval	application	with	the	FDA.	Such	pre-	market
clinical	testing	could	delay	the	commencement	or	completion	of	other	clinical	testing,	significantly	increase	our	test
development	costs,	delay	commercialization	of	any	future	LDTs,	and	interrupt	sales	of	our	current	LDTs.	Many	of	the	factors
that	may	cause	or	lead	to	a	delay	in	the	commencement	or	completion	of	clinical	studies	may	also	ultimately	lead	to	delay	or
denial	of	regulatory	clearance	or	approval.	If	pre-	market	review	is	required	by	the	FDA,	there	can	be	no	assurance	that	our
LDTs	will	be	cleared	or	approved	on	a	timely	basis,	if	at	all,	nor	can	there	be	assurance	that	the	labeling	claims	cleared	or
approved	by	the	FDA	will	be	consistent	with	our	current	claims	or	adequate	to	support	continued	adoption	of	and
reimbursement	for	our	LDTs.	If	our	Oncotype	tests	are	allowed	to	remain	on	the	market	but	there	is	uncertainty	about	the
regulatory	status	of	such	tests,	if	they	are	labeled	investigational	by	the	FDA,	or	if	labeling	claims	the	FDA	allows	us	to	make
are	more	limited	than	the	claims	we	currently	make,	orders	or	reimbursement	may	decline.	We	are	subject	to	regulation	in	the
U.	S.	by	both	the	federal	government	and	the	states	in	which	we	conduct	our	business,	as	well	as	in	other	jurisdictions	outside	of
the	U.	S.,	including:	•	Federal,	state,	and	local	laws	regarding	the	use,	storage,	handling	and	disposal	of	medical	and	hazardous
waste,	as	well	as	regulations	relating	to	the	safety	and	health	of	laboratory	employees;	•	the	Federal	Anti-	Kickback	Statute	and
state	anti-	kickback	prohibitions	and	EKRA;	•	the	Federal	Physician	Self-	Referral	Law,	commonly	known	as	the	Stark	Law,
and	the	state	equivalents;	•	the	HIPAA,	the	CCPA,	including	expansions	and	amendments	pursuant	to	the	California	Privacy
Rights	Act,	and	other	state	privacy	laws;	•	Federal,	state,	and	local	consumer	protection	laws	governing	communications	and
advertising	,	including	the	Telephone	Consumer	Protection	Act	(“	TCPA	”)	and	,	the	Controlling	the	Assault	of	Non-	Solicited
Pornography	and	Marketing	Act	(“	CAN-	SPAM	Act	”)	,	and	the	Lanham	Act	;	•	the	Medicare	civil	money	penalty	and
exclusion	requirements;	•	the	Federal	False	Claims	Act	civil	and	criminal	penalties	and	state	equivalents;	and	•	the	FCPA,	the
United	Kingdom	Anti-	Bribery	Act,	the	GDPR	and	other	national	or	provincial	laws	protecting	personal	information,	the	E.	U.
Medical	Device	and	In	Vitro	Diagnostic	Device	Regulations,	and	national	laws	restricting	industry	interaction	with	healthcare



professionals,	all	of	which	may	or	will	apply	to	our	international	activities.	We	have	adopted	policies	and	procedures	designed
to	comply	with	these	laws.	In	the	ordinary	course	of	our	business,	we	conduct	internal	reviews	of	our	compliance	with	these
laws.	Our	compliance	is	also	subject	to	governmental	review.	The	growth	of	our	business	and	sales	organization	and	our
expansion	outside	of	the	U.	S.	may	increase	the	potential	of	violating	these	laws	or	our	internal	policies	and	procedures.	The	risk
of	our	being	found	in	violation	of	these	or	other	laws	and	regulations	is	further	increased	by	the	fact	that	many	of	them	have	not
been	fully	interpreted	by	the	regulatory	authorities	or	the	courts,	and	their	provisions	are	open	to	a	variety	of	interpretations.	The
U.	S.	Attorney’	s	Offices	have	increased	their	scrutiny	over	the	healthcare	industry	in	recent	years.	The	U.	S.	Congress,	U.	S.
Department	of	Justice	(“	DOJ	”),	Office	of	Inspector	General	of	the	Department	of	Health	and	Human	Services,	and	Department
of	Defense	have	all	issued	subpoenas	and	other	requests	for	information	to	conduct	investigations	of,	and	commenced,	civil	and
criminal	litigation	against	healthcare	companies	related	to	financial	arrangements	with	healthcare	providers,	regulatory
compliance,	product	promotional	practices,	and	documentation,	coding	,	and	billing	practices.	In	addition,	the	Federal	False
Claims	Act	and	state	equivalents	have	led	to	whistleblowers	filing	numerous	qui	tam	civil	lawsuits	against	healthcare
companies,	in	part,	because	a	whistleblower	can	receive	a	portion	of	any	amount	obtained	by	the	government	through	such	a
lawsuit.	Governmental	enforcement	action	or	qui	tam	civil	litigation	against	us	may	result	in	material	costs	and	occupy
significant	management	resources,	even	if	we	ultimately	prevail.	In	addition,	qui	tam	litigation	or	governmental	enforcement
action	may	result	in	substantial	damages	(including	treble	damages),	fines,	civil	and	criminal	penalties,	payment	of	attorney'	s
fees	,	or	administrative	remedies,	including	exclusion	from	government	reimbursement	programs	and	entry	into	corporate
integrity	agreements	with	governmental	agencies,	which	could	entail	significant	obligations	and	costs.	As	described	further	in
Note	15	of	the	Notes	to	Consolidated	Financial	Statements	included	in	Item	8	of	this	Annual	Report	on	Form	10-	K	,	in
September	2023,	we	entered	into	settlement	agreements	with	the	United	States,	acting	through	the	U.	S.	DOJ,	with	respect	to	(1)
a	civil	investigative	demand	initiated	by	the	U.	S.	DOJ	concerning	Genomic	Health,	Inc.’	s	(“	Genomic	Health	”)	compliance
with	the	Medicare	Laboratory	Date	of	Service	billing	regulations	prior	to	our	acquisition	of	Genomic	Health	in	2019	and	(2)	a
qui	tam	lawsuit	alleging	violations	of	the	Federal	Anti-	Kickback	Statute	and	False	Claims	Act	for	offering	gift	cards	to	patients
in	exchange	for	returning	the	Cologuard	screening	test,	for	which	Niles	Rosen	M.	D.,	the	petitioner	in	the	qui	tam	lawsuit,	was
also	a	party	to	the	settlement	agreement.	The	settlement	agreement	between	Genomic	Health	and	the	U.	S.	DOJ	required	us	to
pay	$	32.	5	million,	which	was	paid	in	September	2023	and	the	settlement	agreement	with	the	U.	S.	DOJ	and	Dr.	Rosen	required
us	to	pay	$	13.	8	million	plus	legal	fees,	which	was	paid	in	October	2023.	Any	such	actions	or	litigation	in	the	future	could
result	in	adverse	penalties	or	outcomes	that	could	materially	and	adversely	affect	our	business,	financial	condition	,	and	results
of	operations.	Our	business	is	subject	to	various	complex	laws	and	regulations	applicable	to	providers	of	clinical	diagnostic
products	and	services.	As	a	provider	of	clinical	diagnostic	products	and	services,	we	and	our	partners	are	subject	to	extensive
and	frequently	changing	federal,	state,	local	,	and	foreign	laws	and	regulations	governing	various	aspects	of	our	business.	In
particular,	the	clinical	laboratory	and	healthcare	industry	is	subject	to	significant	governmental	certification	and	licensing
regulations,	as	well	as	federal,	state	,	and	foreign	laws	regarding:	•	test	ordering	and	billing	practices;	•	marketing,	sales	,	and
pricing	practices;	•	health	information	privacy	and	security,	including	HIPAA	and	comparable	state	and	foreign	laws;	•
insurance,	including	foreign	public	reimbursement;	•	anti-	markup	legislation;	and	•	consumer	protection.	We	are	also	required
to	comply	with	FDA	regulations,	including	with	respect	to	our	labeling	and	promotion	activities.	In	addition,	advertising	of	our
tests	is	subject	to	regulation	by	the	Federal	Trade	Commission,	or	FTC,	and	advertising	of	laboratory	services	is	regulated	by
certain	state	laws.	Violation	of	any	FDA	requirement	could	result	in	enforcement	actions,	such	as	seizures,	injunctions,	civil
penalties	and	criminal	prosecutions,	and	violation	of	any	FTC	or	state	law	requirement	could	result	in	injunctions	and	other
associated	remedies,	all	of	which	could	have	a	material	adverse	effect	on	our	business.	Most	states	also	have	similar	regulatory
and	enforcement	authority	for	medical	devices.	Additionally,	most	foreign	countries	have	authorities	comparable	to	the	FDA
and	processes	for	obtaining	marketing	approvals.	In	particular,	the	entry	into	application	of	the	E.	U.'	s	In	Vitro	Diagnostic
Device	Regulation	will	impose	new	requirements	and	create	new	compliance	risks.	Obtaining	and	maintaining	these	approvals,
and	complying	with	all	laws	and	regulations,	may	subject	us	to	similar	risks	and	delays	as	those	we	could	experience	under
FDA,	FTC	,	and	state	regulation.	We	incur	various	costs	in	complying	and	overseeing	compliance	with	these	laws	and
regulations.	The	growth	of	our	business	and	sales	organization,	the	acquisition	of	additional	businesses	or	products	and	services
and	our	expansion	outside	of	the	U.	S.	may	increase	the	potential	of	violating	these	laws,	regulations	or	our	internal	policies	and
procedures.	Healthcare	policy	has	been	a	subject	of	extensive	discussion	in	the	executive	and	legislative	branches	of	the	federal
and	many	state	governments,	and	healthcare	laws	and	regulations	are	subject	to	change.	Development	of	the	existing
commercialization	strategy	for	our	tests	and	planned	development	of	products	in	our	pipeline	has	been	based	on	existing
healthcare	policies.	We	cannot	predict	what	additional	changes,	if	any,	will	be	proposed	or	adopted	or	the	effect	that	such
proposals	or	adoption	may	have	on	our	business,	financial	condition	,	and	results	of	operations.	If	we,	or	our	partners,	fail	to
comply	with	these	laws	and	regulations,	we	could	incur	significant	fines	and	penalties	and	our	reputation	and	prospects	could
suffer.	Additionally,	any	such	partners	could	be	forced	to	cease	offering	our	products	and	services	in	certain	jurisdictions,	which
could	materially	disrupt	our	business.	Billing	for	diagnostic	and	laboratory	services	is	a	complex	process.	We	bill	many	different
payers	including	patients,	private	insurance	companies,	Medicare,	Medicaid,	and	employer	groups,	all	of	which	have	different
billing	requirements.	We	are	continuing	to	work	with	third-	party	payers	to	cover	and	reimburse	our	tests.	If	we	are
unsuccessful,	we	may	not	receive	payment	for	the	tests	we	perform	for	patients	on	a	timely	basis,	if	at	all,	and	we	may	not	be
able	to	provide	services	for	patients	with	certain	healthcare	plans.	We	may	face	patient	dissatisfaction,	complaints	or	lawsuits,
including	to	the	extent	our	tests	are	not	fully	covered	by	insurers	and	patients	become	responsible	for	all	or	part	of	the	price	of
the	test.	As	a	result,	patient	demand	for	our	tests	could	be	adversely	affected.	To	the	extent	patients	express	dissatisfaction	with
our	billing	practices	to	their	healthcare	providers,	those	healthcare	providers	may	be	less	likely	to	prescribe	our	tests	for	other
patients,	and	our	business	would	be	adversely	affected.	Even	if	payers	agree	to	cover	our	tests,	our	billing	and	collections



process	may	be	complicated	by	the	following	and	other	factors,	which	may	be	beyond	our	control:	•	complex	and	disparate
reimbursement	rules	and	requirements;	•	disputes	among	payers	as	to	which	payer	is	responsible	for	payment;	•	disparity	in
coverage	among	various	payers	or	among	various	healthcare	plans	offered	by	a	single	payer;	•	payer	medical	management
requirements,	including	prior	authorization	requirements;	•	differing	information	and	billing	requirements	among	payers;	•
failure	by	patients	or	healthcare	providers	to	provide	complete	and	correct	billing	information;	and	•	limitations	and	requirement
for	patient	billing,	including	those	related	to	deductibles,	co-	payments,	and	co-	insurance	originating	from	contracts	with
commercial	payers.	For	example,	pursuant	to	certain	CMS	rules	(the	“	Medicare	Laboratory	Date	of	Service	billing	regulation
”),	subject	to	certain	exceptions	issued	by	CMS,	we	cannot	bill	Medicare	directly	for	some	tests	provided	for	Medicare
beneficiaries	in	some	situations	involving	certain	hospital	patients	and	instead	must	bill	hospitals	for	such	tests.	In	these
circumstances,	only	the	hospital	may	bill	Medicare	for	such	tests.	These	billing	rules	may	lead	to	confusion	regarding	whether
Medicare	provides	adequate	reimbursement	for	our	tests,	and	could	discourage	providers	from	ordering	our	tests	for	Medicare
patients	or	even	non-	Medicare	patients.	In	addition,	changes	in	Medicare	billing	rules	and	processes	could	result	in	delays	in
receiving	payments	or	receiving	payments	that	are	less	than	the	original	invoice.	When	hospitals	disclaim	responsibility	for	or
delay	payment	of	our	bills	for	tests	affected	by	the	Medicare	Laboratory	Date	of	Service	billing	regulation,	and	when	our
collection	efforts	are	unsuccessful,	we	may	be	forced	to	accept	payments	from	hospitals	that	are	less	than	the	original	invoice	or
we	may	be	unable	to	collect	from	hospitals	at	all	despite	diligent	efforts.	Similarly,	when	we	have	a	contract	with	a	commercial
payer	to	cover	our	tests,	we	are	not	permitted	to	bill	patients	insured	by	that	payer	for	amounts	beyond	deductibles,	co-
payments,	and	co-	insurance	as	prescribed	in	the	coverage	agreement	between	the	payer	and	the	patients.	Therefore,	when	such
contracted	payers	do	not	pay	us	our	full,	contracted	rate	for	a	test,	for	example,	for	failure	to	satisfy	prior-	authorization	or	other
payer	medical	management	requirements,	we	may	not	be	permitted	to	collect	the	balance	from	the	patient	and	our	business	is
adversely	impacted.	In	the	past,	failures	to	submit	claims	to	insurers	timely	have	required	us	to	record	downward	adjustments	to
our	revenue.	Despite	efforts	to	improve	our	billing	systems	and	prevent	recurrences	of	these	failures,	future	failures	to	timely
submit	claims	could	result	in	further	downward	adjustments	to	revenue.	As	a	result	of	the	above,	we	may	face	write-	offs	of
doubtful	accounts,	disputes	with	payers	and	patients,	and	long	collection	cycles.	We	also	may	face	lawsuits	by	government	or
commercial	payers	if	they	believe	they	have	overpaid	us	for	our	test	services	or	as	a	result	of	other	circumstances.	For	example,
as	described	in	Note	15	of	the	Notes	to	Consolidated	Financial	Statements	included	in	Item	8	of	this	Annual	Report	on	Form	10-
K,	in	September	2023,	Genomic	Health,	entered	into	a	settlement	agreement	with	the	United	States,	acting	through	the	U.	S.
DOJ,	to	resolve	a	civil	investigation	concerning	Genomic	Health’	s	compliance	with	the	Medicare	Date	of	Service	billing
regulation	prior	to	our	acquisition	of	Genomic	Health	in	2019.	This	settlement	agreement	required	us	to	pay	$	32.	5	million,
which	was	paid	in	October,	2023.	Some	of	our	activities	may	subject	us	to	risks	under	federal	and	state	laws	prohibiting	“
kickbacks	”	and	false	or	fraudulent	claims.	In	addition	to	FDA	marketing	and	promotion	restrictions,	several	other	types	of	state
and	federal	healthcare	fraud	and	abuse	laws	have	been	applied	in	recent	years	to	restrict	certain	marketing	practices	in	the
healthcare	product	and	service	industry	and	to	regulate	billing	practices	and	financial	relationships	with	healthcare	providers,
hospitals	,	and	other	healthcare	providers.	These	laws	include	a	federal	law	commonly	known	as	the	Medicare	/	Medicaid	anti-
kickback	law,	and	several	similar	state	laws,	which	prohibit	payments	intended	to	induce	healthcare	providers	or	others	either	to
refer	patients	or	to	acquire	or	arrange	for	or	recommend	the	acquisition	of	healthcare	products	or	services.	While	the	federal	law
applies	only	to	referrals,	products	or	services	for	which	payment	may	be	made	by	a	federal	healthcare	program,	state	laws	often
apply	regardless	of	whether	federal	funds	may	be	involved.	These	laws	constrain	the	sales,	marketing	,	and	other	promotional
activities	of	manufacturers	of	medical	devices	and	providers	of	laboratory	services	by	limiting	the	kinds	of	financial
arrangements,	including	sales	programs,	that	may	be	used	with	hospitals,	healthcare	providers,	laboratories	,	and	other	potential
purchasers	or	prescribers	of	medical	devices	and	laboratory	services.	In	addition,	the	Eliminating	Kickbacks	in	Recovery	Act	of
2018	imposes	criminal	penalties	for	knowing	or	willful	payment	or	offer,	or	solicitation	or	receipt,	of	any	remuneration,	whether
directly	or	indirectly,	overtly	or	covertly,	in	cash	or	in	kind,	in	exchange	for	the	referral	or	inducement	of	laboratory	testing
(among	other	healthcare	services)	unless	a	specific	exception	applies.	Although	it	appears	that	EKRA	was	intended	to	reach
patient	brokering	and	similar	arrangements	to	induce	patronage	of	substance	use	recovery	and	treatment,	the	language	in	EKRA
is	broadly	written	and	can	apply	to	laboratory	services	covered	under	public	or	private	payer	arrangements.	EKRA	permits	the
DOJ	to	issue	regulations	clarifying	EKRA’	s	exceptions	or	adding	additional	exceptions,	but	it	has	not	done	so.	As	a	result,	there
is	no	agency	guidance	and	limited	court	precedent	to	indicate	how,	and	to	what	extent,	it	will	be	applied	and	enforced.	We
cannot	assure	you	that	our	relationships	with	healthcare	providers,	sales	representatives,	hospitals,	customers,	or	any	other	party
will	not	be	subject	to	scrutiny	or	will	survive	regulatory	challenge	under	EKRA.	Other	federal	and	state	laws	generally	prohibit
individuals	or	entities	from	knowingly	presenting,	or	causing	to	be	presented,	claims	for	payment	from	Medicare,	Medicaid,	or
other	third-	party	payers	that	are	false	or	fraudulent,	or	are	for	items	or	services	that	were	not	provided	as	claimed.	Additionally,
to	avoid	liability	under	federal	false	claims	laws,	we	must	carefully	and	accurately	code	claims	for	reimbursement,	proactively
monitor	the	accuracy	and	appropriateness	of	Medicare	claims	and	payments	received,	diligently	investigate	any	credible
information	indicating	that	we	may	have	received	an	overpayment,	and	promptly	return	any	overpayments.	Medicare	payments
are	subject	to	audit,	including	through	the	Comprehensive	Error	Rate	Testing	(“	CERT	”)	program,	and	payments	may	be
recouped	by	CMS	if	it	is	determined	that	they	were	improperly	made.	Currently,	a	significant	percentage	of	our	revenues	are
generated	by	payments	from	Medicare.	The	federal	anti-	kickback	statute	and	certain	false	claims	laws	prescribe	civil	and
criminal	penalties	(including	fines)	for	noncompliance	that	can	be	substantial.	While	we	continually	strive	to	comply	with	these
complex	requirements,	interpretations	of	the	applicability	of	these	laws	to	marketing	and	billing	practices	are	constantly
evolving	and	even	an	unsuccessful	challenge	could	cause	adverse	publicity	and	be	costly	to	respond	to,	and	thus	could	harm	our
business	and	prospects.	Our	failure	to	comply	with	applicable	laws	could	result	in	various	adverse	consequences	that	could	have
a	material	adverse	effect	upon	our	business,	including	the	exclusion	of	our	products	and	services	from	government	programs	and



the	imposition	of	civil	or	criminal	sanctions.	Some	of	our	activities	may	subject	us	to	risks	under	the	Foreign	Corrupt	Practices
Act	and	similar	anti-	bribery	laws	in	non-	U.	S.	jurisdictions.	Many	countries	in	which	we	or	our	distributors	offer	our	tests	have
regulations	prohibiting	providers,	as	well	as	medical	and	in	vitro	diagnostic	device	manufacturers,	from	offering	or	providing	a
benefit	to	a	healthcare	professional	in	order	to	induce	business.	In	situations	involving	healthcare	providers	employed	by	public
or	state-	funded	institutions	or	national	healthcare	services,	violation	of	local	anti-	corruption	or	anti-	gift	laws	may	also
constitute	a	violation	of	the	FCPA.	The	FCPA	prohibits	any	U.	S.	individual,	business	entity	or	employee	of	a	U.	S.	business
entity	from	offering	or	providing,	directly	or	through	a	third	party,	including	the	distributors	we	rely	on	in	certain	markets,
anything	of	value	to	a	foreign	government	official	with	corrupt	intent	to	influence	an	award	or	continuation	of	business	or	to	gain
an	unfair	advantage,	whether	or	not	such	conduct	violates	local	laws.	We	are	also	required	to	maintain	accurate	information	and
control	over	sales	and	distributors’	activities	that	may	fall	within	the	purview	of	the	FCPA,	its	books	and	records	provisions	and
its	anti-	bribery	provisions.	Other	countries,	including	the	U.	K.	and	other	Organisation	for	Economic	Co-	operation	and
Development	(“	OECD	”)	Anti-	Bribery	Convention	members,	have	similar	extraterritorial	anti-	corruption	laws.	Any	While
there	currently	exists	uncertainty	regarding	future	enforcement	of	the	FCPA,	any	violation	of	these	laws,	or	allegations	of
such	violations,	by	us	or	any	of	our	commercial	partners	could	disrupt	our	operations,	involve	significant	management
distraction,	cause	us	to	incur	significant	costs	and	expenses,	including	legal	fees,	and	result	in	a	material	adverse	effect	on	our
business.	We	could	also	suffer	severe	penalties,	including	criminal	and	civil	penalties,	debarment	from	public	procurement,
disgorgement	and	other	remedial	measures.	We	are	subject	to	a	number	of	foreign,	federal	,	and	state	laws	and	regulations
protecting	the	use,	disclosure,	and	confidentiality	of	certain	patient	health	and	personal	information,	including	patient	records,
and	restricting	the	use	and	disclosure	of	that	protected	information,	including	state	breach	notification	laws,	the	Health
Insurance	Portability	and	Accountability	Act,	as	amended	by	the	Health	Information	Technology	for	Economic	and	Clinical
Health	Act	of	2009,	the	European	Union’	s	General	Data	Protection	Regulation,	the	U.	K.	Data	Protection	Act	and	the	U.	K.
GDPR,	and	the	California	Consumer	Privacy	Act,	among	others.	HIPAA	extensively	regulates	the	use	and	disclosure	of
individually	identifiable	health	information,	known	as	“	protected	health	information,	”	and	require	covered	entities,	including
health	plans	and	most	health	care	providers,	to	implement	administrative,	physical	and	technical	safeguards	to	protect	the
security	of	such	information.	Covered	entities	must	report	breaches	of	unsecured	protected	health	information	to	affected
individuals	without	unreasonable	delay	and	notification	must	also	be	made	to	the	U.	S.	Department	of	Health	&	Human
Services,	Office	for	Civil	Rights	(the	“	OCR	”)	and,	in	certain	situations	involving	large	breaches,	to	the	media.	Various	U.	S.
state	laws	and	regulations	may	also	require	us	to	notify	affected	individuals	and	state	agencies	in	the	event	of	a	data	breach
involving	individually	identifiable	information.	Violations	of	the	HIPAA	privacy	and	security	regulations	may	result	in	criminal
and	civil	penalties.	The	OCR	enforces	the	regulations	and	performs	compliance	audits.	In	addition	to	enforcement	by	OCR,	state
attorneys	general	are	authorized	to	bring	civil	actions	seeking	either	injunction	or	damages	in	response	to	violations	that	threaten
the	privacy	of	state	residents.	We	follow	and	maintain	a	HIPAA	compliance	program,	which	we	believe	complies	with	the
HIPAA	privacy	and	security	regulations,	but	there	can	be	no	assurance	that	OCR	or	other	regulators	will	agree.	The	HIPAA
privacy	regulations	and	security	regulations	have	and	will	continue	to	impose	significant	costs	on	us	in	order	to	comply	with
these	standards.	We	also	remain	subject	to	state	privacy-	related	laws,	such	as	the	CCPA,	that	are	more	restrictive	than	the
privacy	regulations	issued	under	HIPAA.	These	laws	vary	and	could	impose	additional	penalties.	We	utilize	our	patient
adherence	program	to	communicate	with	patients	who	are	existing	or	potential	users	of	our	products	and	services	for	various
business	purposes.	These	activities	could	subject	us	to	laws,	rules	and	regulations	relating	to	communications	with	consumers,
such	as	the	CAN-	SPAM	Act	and	the	TCPA.	Despite	our	compliance	efforts,	we	could	face	allegations	that	we	have	violated
these	laws,	rules	,	and	regulations	as	we	have	in	the	past.	Even	if	such	allegations	are	without	merit,	we	could	face	liability	and
harm	to	our	reputation.	We	are	also	subject	to	laws	and	regulations	in	foreign	countries	covering	data	privacy	and	other
protection	of	health	and	employee	information	that	may	be	more	onerous	than	corresponding	U.	S.	laws,	including	in	particular
the	laws	of	Europe.	For	instance,	the	GDPR	applies	across	the	European	Union	and	includes,	among	other	things,	a	requirement
for	prompt	notice	of	data	breaches	to	data	subjects	and	supervisory	authorities	in	certain	circumstances	and	significant	fines	for
non-	compliance.	The	GDPR	also	requires	companies	processing	personal	data	of	individuals	residing	in	the	European	Union	to
comply	with	EU	privacy	and	data	protection	rules,	even	if	we	do	not	have	a	physical	presence	in	the	European	Union.
Noncompliance	could	result	in	the	imposition	of	fines,	penalties,	or	orders	to	stop	noncompliant	activities.	These	laws	and
regulations,	in	addition	to	similar	laws	and	regulations	being	enacted	by	other	states	and	counties,	impose	stringent	cybersecurity
standards	and	potentially	significant	non-	compliance	penalties,	involve	the	expenditure	of	significant	resources,	the	investment
of	significant	resources	,	and	the	investment	of	significant	time	and	effort	to	comply.	As	these	laws	and	regulations	continue
develop	in	the	United	States	and	internationally,	we	may	be	required	to	expend	significant	time	and	resources	in	order	to	update
existing	processes	or	implement	additional	mechanisms	as	necessary	to	ensure	compliance	with	such	cybersecurity	laws.	We	are
exposed	to	the	risk	of	fraud,	misconduct,	or	other	illegal	activity	by	our	employees,	independent	contractors,	consultants,
commercial	partners,	and	vendors.	Misconduct	by	these	parties	could	include	intentional,	reckless	,	and	negligent	conduct	that
fails	to	comply	with	the	rules	and	regulations	of	the	CMS,	FDA,	and	other	comparable	foreign	regulatory	authorities;	provide
true,	complete	and	accurate	information	to	such	regulatory	authorities;	comply	with	manufacturing	and	clinical	laboratory
standards;	comply	with	healthcare	fraud	and	abuse	laws	in	the	U.	S.	and	similar	foreign	laws;	or	report	financial	information	or
data	accurately	or	to	disclose	unauthorized	activities	to	us.	In	particular,	research,	sales,	marketing,	education,	and	other	business
arrangements	in	the	healthcare	industry	are	subject	to	extensive	laws	designed	to	prevent	fraud,	kickbacks,	self-	dealing,
bribery,	and	other	abusive	practices,	as	well	as	off-	label	product	promotion.	These	laws	and	regulations	may	restrict	or	prohibit
a	wide	range	of	pricing,	discounting,	educating,	marketing	and	promotion,	sales	and	commission,	certain	customer	incentive
programs,	and	other	business	arrangements	generally.	Activities	subject	to	these	laws	also	involve	the	improper	use	of
information	obtained	in	the	course	of	participant	recruitment	for	clinical	studies,	which	could	result	in	regulatory	sanctions	and



cause	serious	harm	to	our	reputation.	We	maintain	a	global	compliance	program,	including	a	code	of	business	conduct	and	ethics
and	processes	and	systems	for	reporting,	reviewing	,	and	remediating	allegations	of	potential	non-	compliance	or	other
misconduct,	but	it	is	not	always	possible	to	identify	and	deter	misconduct	by	employees	and	third	parties,	and	the	precautions
we	take	to	detect	and	prevent	this	activity	may	not	be	effective	in	controlling	unknown	or	unmanaged	risks	or	losses	or	in
protecting	us	from	governmental	investigations	or	other	actions	or	lawsuits	stemming	from	a	failure	to	be	in	compliance	with
such	laws.	If	any	such	actions	are	instituted	against	us,	and	we	are	not	successful	in	defending	ourselves	or	asserting	our	rights,
those	actions	could	have	a	significant	impact	on	our	business,	including	the	imposition	of	significant	fines	or	other	sanctions.
Even	if	it	is	later	determined	after	an	action	is	instituted	against	us	that	we	were	not	in	violation	of	these	laws,	we	may	be	faced
with	negative	publicity,	incur	significant	expenses	defending	our	actions,	and	have	to	divert	significant	management	resources
from	other	matters.	We	expect	to	rely	on	third	parties,......	obtain	a	required	regulatory	approval.	We	are	subject	to	tax	in
multiple	U.	S.	tax	jurisdictions	and	in	foreign	tax	jurisdictions	as	we	continue	to	expand	internationally.	As	we	grow,	the
development	of	our	tax	strategies	requires	additional	expertise	and	may	impact	how	we	conduct	our	business.	Our	future
effective	tax	rates	could	be	unfavorably	affected	by	changes	in,	or	interpretations	of,	tax	rules	and	regulations	in	the	jurisdictions
in	which	we	do	business	or	by	changes	in	the	valuation	of	our	deferred	tax	assets	and	liabilities.	Furthermore,	we	provide	for
certain	tax	liabilities	that	involve	significant	judgment.	We	are	subject	to	the	examination	of	our	tax	returns	by	federal,	state	,
and	foreign	tax	authorities,	which	could	focus	on	our	intercompany	transfer	pricing	methodology	as	well	as	other	matters.	If	our
tax	strategies	are	ineffective	or	we	are	not	in	compliance	with	domestic	and	international	tax	laws,	our	financial	position,
operating	results	,	and	cash	flows	could	be	adversely	affected.	Risks	Relating	to	Product	Development,	Commercialization,	and
Sales	of	our	Products	The	success	of	our	Cologuard	test,	our	Precision	Oncology	tests,	and	any	other	screening	or	diagnostic
product	or	service	we	offer	or	develop	will	depend	on	the	degree	of	market	acceptance	by	healthcare	providers,	patients,
healthcare	payers,	and	others	in	the	medical	community.	Our	products	and	services	may	not	gain	market	acceptance	by
healthcare	providers,	healthcare	payers,	and	others	in	the	medical	community.	The	degree	of	market	acceptance	of	our
Cologuard	test,	Cologuard	Plus	test,	our	precision	oncology	tests,	and	other	products	and	services	that	we	offer	will	depend	on
a	number	of	factors,	including:	•	demonstrated	performance	and	utility;	•	price;	•	the	availability	and	attractiveness	of	alternative
tests;	•	inclusion	in	healthcare	guidelines	and	recommendations	and	quality	measures;	•	effective	marketing	and
educational	programs;	•	recommendations	and	studies	that	may	be	published	by	government	agencies,	companies,
professional	organizations,	academic	or	medical	journals	or	other	key	opinion	leaders;	•	the	willingness	of	healthcare
providers	to	prescribe	our	products	and	services;	•	the	ease	of	use	of	our	ordering	process	for	healthcare	providers;	and	•
adequate	third-	party	coverage	or	reimbursement.	Our	assumptions	regarding	the	success	will	depend	in	part	on	our	ability	to
effectively	introduce	and	increase	market	opportunity	adoption	of	new	offerings.	The	development	and	launch	of	new	tests
requires	the	completion	of	certain	clinical	development	and	commercialization	activities	that	are	complex,	costly,	time-
intensive	and	uncertain,	and	requires	us	to	accurately	anticipate	the	preferences	and	needs	of	patients,	clinicians,	payers,
and	other	counterparties,	as	well	as	emerging	technology	and	industry	trends.	This	process	is	conducted	in	various
stages,	and	each	stage	presents	the	risk	that	we	will	not	achieve	our	goals.	We	may	not	be	successful	in	our	current	for	-
or	future	efforts	to	develop	and	commercialize	tests	in	industries	that	are	newer	to	us.	Moreover,	we	have	limited
experience	forecasting	our	future	financial	performance	from	our	new	products	in	these	industries	that	are	newer	to	us,
and	or	our	services	actual	results	may	fall	below	our	financial	guidance	or	other	projections,	or	the	expectations	of
analysts	or	investors,	which	could	cause	the	price	of	our	common	stock	to	decline.	We	may	experience	research	and
development,	regulatory,	marketing,	and	other	difficulties	that	could	delay	or	prevent	our	introduction	of	enhanced	or
new	tests	and	result	in	increased	costs	and	the	diversion	of	management’	s	attention	and	resources	from	other	business
matters,	such	as	from	our	existing	product	offerings.	For	example,	any	tests	that	we	may	enhance	or	develop	may	not
prove	true.	to	be	clinically	effective	in	clinical	trials	For	-	or	example	commercially	,	we	estimate	or	may	not	ultimately
meet	our	desired	target	product	profile,	be	offered	at	acceptable	cost	and	with	the	sensitivity,	specificity,	and	the	other
potential	test	performance	metrics	necessary	to	address	the	relevant	clinical	need	or	commercial	opportunity;	our	test
performance	in	commercial	experience	may	be	inconsistent	with	our	validation	or	other	clinical	data;	we	may	not	be
successful	in	achieving	market	opportunity	awareness	and	demand,	whether	through	our	own	sales	and	marketing
operations	or	through	collaborative	arrangements;	healthcare	providers	may	not	order	or	use,	or	third-	party	payers
may	not	reimburse	for	,	any	tests	that	we	may	enhance	or	develop;	or	we	may	otherwise	have	to	abandon	a	test	or	service
in	which	we	have	invested	substantial	resources.	We	cannot	assure	you	that	we	can	successfully	complete	the	clinical
development	of	any	new	or	enhanced	product,	or	that	we	can	establish	or	maintain	the	collaborative	relationships	that
may	be	essential	to	our	clinical	development	and	commercialization	efforts.	Clinical	development	requires	large	numbers
of	patient	specimens	and,	for	certain	products,	requires	large,	prospective	clinical	trials.	We	may	not	be	able	to	enroll
patients	or	collect	a	sufficient	number	of	appropriate	specimens	in	a	timely	manner;	or	we	may	experience	delays	during
clinical	development	due	to	slower	than	anticipated	enrollment	or	due	to	changes	in	study	design	or	other	unforeseen
circumstances;	or	we	may	be	unable	to	afford	or	manage	the	large-	sized	clinical	trials	that	some	of	our	planned	future
products	may	require.	The	publication	of	clinical	data	in	peer-	reviewed	journals	is	a	crucial	step	in	commercializing
and	obtaining	reimbursement	for	tests	like	ours,	and	our	inability	to	control	when,	if	ever,	results	are	published	may
delay	or	limit	our	ability	to	derive	sufficient	revenues	from	any	test	that	is	the	subject	of	a	study.	Peer-	reviewed
publications	regarding	our	tests	may	be	limited	by	many	factors,	including	delays	in	the	completion	of,	poor	design	of,	or
lack	of	compelling	data	from,	clinical	studies,	as	well	as	delays	in	the	review,	acceptance,	and	publication	process.	If	our
tests	or	the	technology	underlying	our	current	or	future	tests	do	not	receive	sufficient	favorable	exposure	in	peer-
reviewed	publications,	the	rate	of	clinician	adoption	of	our	tests	and	positive	reimbursement	coverage	determinations	for
our	tests	could	be	negatively	affected.	In	addition,	development	of	the	data	necessary	to	obtain	regulatory	clearance	and



approval	of	a	test	is	time-	consuming,	requires	us	to	incur	significant	costs,	and	carries	with	it	the	risk	of	not	yielding	the
desired	results.	The	performance	achieved	in	published	studies	may	not	be	repeated	in	later	studies	that	may	be	required
to	obtain	FDA	premarket	clearance	or	approval	or	regulatory	approvals	in	foreign	jurisdictions.	Limited	results	from
earlier-	stage	verification	studies	may	not	predict	results	from	studies	in	larger	numbers	of	subjects	drawn	from	more
diverse	populations	over	longer	periods	of	time.	Unfavorable	results	from	ongoing	preclinical	and	clinical	studies	may
delay,	limit	or	prevent	regulatory	approvals	or	clearances	or	commercialization	of	our	product	candidates,	or	could
result	in	delays,	modifications	or	abandonment	of	ongoing	analytical	or	future	clinical	studies,	or	abandonment	of	a
product	development	program,	any	of	which	could	have	a	material	adverse	effect	on	our	business,	operating	results	or
financial	condition.	These	and	other	factors	beyond	our	control	could	result	in	delays	or	other	difficulties	in	the	research
and	development,	approval,	production,	launch,	ongoing	commercialization,	or	distribution	of	enhanced	or	new	tests
and	could	adversely	affect	our	competitive	position	and	results	of	operations.	We	face	risks	associated	with	launching
new	products	and	pre-	announcing	products	and	services	when	the	products	or	services	have	not	been	fully	developed	or
tested.	In	addition,	we	may	experience	difficulty	in	managing	or	forecasting	customer	reactions,	purchasing	decisions,
transition	requirements,	or	programs	with	respect	to	newly-	launched	products	(or	products	in	development).	If	our
products	and	services	are	not	able	to	deliver	the	performance	or	results	expected	by	our	target	markets	or	are	not
delivered	on	a	timely	basis,	our	reputation	and	credibility	may	suffer.	If	we	encounter	development	challenges	or
discover	errors	in	our	products	late	in	our	development	cycle,	we	may	delay	the	product	launch	date.	The	expenses	or
losses	associated	with	unsuccessful	product	development	or	launch	activities,	or	a	lack	of	market	acceptance	of	our	new
products,	could	adversely	affect	our	business,	financial	condition,	or	results	of	operations.	In	2025,	we	are	preparing	to
launch	new	screening	and	diagnostic	tests	including	Cologuard	Plus,	our	Oncodetect	MRD	test	for	patients	with
colorectal	cancer,	and	our	Cancerguard	MCED	test.	The	expenses	associated	with	these	launch	activities	are	expected	to
be	significant.	Successful	launches	of	these	tests	will	involve	a	number	of	critical	items	including	securing	adequate
reimbursement	from	both	government	and	private	payers,	and	developing	effective	marketing	and	sales	programs.	The
knowledge	and	experience	we	gained	commercializing	our	Cologuard	and	precision	oncology	tests	may	not	translate	into
successful	commercialization	efforts	with	respect	these	or	other	new	products.	Although	our	Cologuard	Plus	test	has
demonstrated	superior	performance	to	our	Cologuard	test	assuming	,	among	it	will	nevertheless	require	significant	effort
on	our	part	and	take	time	to	transition	physicians	to	ordering	the	new	test.	These	transition	efforts	include	processing
both	the	Cologuard	and	Cologuard	Plus	tests	in	our	facilities	and	updating	our	information	technology	platforms.	In
November	2024	our	Cologuard	Plus	test,	received	reimbursement	coverage	from	Medicare	beginning	on	January	1,
2025.	However,	securing	reimbursement	from	other	payers	will	also	require	significant	efforts	on	our	part	things,	the	size
of	the	screening	population,	the	adoption	rate	in	the	screening	population	and	a	take	time	to	achieve.	Although	we	believe	our
Oncodetect	data	demonstrates	the	utility	of	the	test,	successful	commercialization	will	depend	on	our	ability	to	garner
acceptance	in	the	medical	community.	We	have	submitted	data	from	the	clinical	validation	study	for	our	Oncodetect
MRD	test	to	MolDX,	which	identifies	and	establishes	Medicare	coverage	and	reimbursement	for	molecular	diagnostic
tests,	but	three	-	there	is	no	guarantee	we	will	secure	such	coverage	and	reimbursement	from	Medicare	or	other	payers.
After	its	initial	launch,	our	Oncodetect	test	may	nonetheless	fail	to	gain	sufficient	market	acceptance	by	physicians,
patients,	third	-	year	screening	interval.	Although	ACS	guidelines	party	payers,	such	as	Medicare	and	Medicaid	programs
and	managed	care	organizations,	and	others	in	recommend	a	three	--	the	medical	community	-	year	screening	interval	for	our
Cologuard	test	and	CMS	has	determined	that	Medicare	will	cover	the	test	at	this	interval,	the	label	for	our	Cologuard	test	does
not	specify	a	three-	year	interval	and	healthcare	providers,	healthcare	payers,	the	FDA,	and	other	regulators	and	opinion	leaders
could	recommend	a	different	interval.	Further,	patients	may	not	adhere	to	any	recommended	testing	interval	.	Securing
influential	recommendations,	inclusion	in	healthcare	guidelines,	and	inclusion	in	quality	measures	are	keys	to	our	healthcare
provider	and	payer	engagement	strategies.	These	guidelines,	recommendations,	and	quality	metrics	may	shape	payers’	coverage
decisions	and	healthcare	providers’	cancer	screening	procedures.	The	USPSTF,	a	panel	of	primary	care	providers	and
epidemiologists	and	other	national	experts	funded	by	the	U.	S.	Department	of	Health	and	Human	Services’	Agency	for
Healthcare	Research	and	Quality,	makes	influential	recommendations	on	clinical	preventive	services.	USPSTF	updates	its
screening	recommendations	periodically,	approximately	every	five	to	eight	years.	The	USPSTF'	s	most	recent	recommendation
statement	for	colorectal	cancer	screening	gave	an	“	A	”	grade	to	colorectal	cancer	screening	starting	at	age	50	and	continuing
until	age	75	and	gave	a	“	B	”	grade	to	colorectal	cancer	screening	for	ages	45	to	49.	Any	update	to	the	USPSTF
recommendations	that	may	have	the	effect	of	reducing	screening,	that	does	not	include	FIT-	DNA	in	a	favorable	manner,	or	that
adds	new	technologies	could	have	a	material	adverse	effect	on	our	business.	Maintaining	a	high	USPSTF	recommendation	for
our	Cologuard	test	and	Cologuard	Plus	test	may	have	certain	potentially	significant	implications.	For	example,	the	ACA
mandates	that	certain	non-	grandfathered	health	insurers	cover	evidence-	based	items	or	services	that	have	in	effect	a	rating	of	“
A	”	or	“	B	”	in	the	current	recommendations	of	USPSTF	without	imposing	any	patient	cost-	sharing.	Similarly,	federal
regulations	require	that	Medicare	Advantage	plans	cover	“	A	”	or	“	B	”	graded	preventive	services	without	patient	cost-	sharing.
Following	the	updated	2016	USPSTF	recommendation	statement,	CMS	issued	an	updated	Evidence	of	Coverage	notice	for
Medicare	Advantage	plans	that	affirms	such	plans	must	include	coverage	of	our	Cologuard	test	every	three	years	without	patient
cost-	sharing.	While	we	believe	the	ACA	Mandate	requires	certain	health	insurers	to	cover	our	Cologuard	test	and	Cologuard
Plus	test	for	individuals	between	the	ages	of	45	and	75	without	patient	cost-	sharing,	some	health	insurers	have	disagreed.
Enforcement	of	the	ACA	Mandate	is	difficult	and	depends	on	state,	federal,	or	other	third-	party	enforcement	actions	that	we	do
not	control.	Further,	a	court	or	regulatory	agency	may	agree	with	arguments	that	have	been	made,	or	that	may	in	the	future	be
made,	by	insurers	and	determine	that	the	ACA	Mandate	does	not	require	that	they	cover	our	Cologuard	test	,	Cologuard	Plus
test,	or	future	tests	we	may	develop	or	may	otherwise	interpret	the	ACA	Mandate	in	a	manner	unfavorable	to	us.	Also,	Congress



may	modify	or	repeal	all	or	part	of	the	ACA,	and	any	such	modification	or	repeal	may	repeal	or	limit	the	ACA	Mandate	for
preventive	services.	Additionally,	the	ACA	has	also	been	the	subject	of	various	legal	challenges	and,	if	the	plaintiffs	are
successful	in	any	such	challenges,	insurance	coverage	for	our	Cologuard	test	,	Cologuard	Plus	test,	or	future	tests	we	develop
could	be	materially	and	adversely	affected.	If	for	any	of	these	reasons	the	ACA	Mandate	ceases	to	require	coverage	of	our
Cologuard	test	,	Cologuard	Plus	test,	or	future	tests	we	may	develop	or	we	are	otherwise	unable	to	secure	effective
enforcement	of	such	mandate,	our	business	prospects	may	be	adversely	affected.	The	healthcare	industry	in	the	U.	S.	has
experienced	a	trend	toward	cost	containment	and	value-	based	purchasing	of	healthcare	services.	Some	government	and	private
payers	are	adopting	pay-	for-	performance	programs	that	differentiate	payments	for	healthcare	services	based	on	the
achievement	of	documented	quality	metrics,	cost	efficiencies,	or	patient	outcomes.	Payers	may	look	to	quality	measures	such	as
the	NCQA,	HEDIS,	and	the	CMS	Medicare	Advantage	Star	Ratings	to	assess	quality	of	care.	These	measures	are	intended	to
provide	incentives	to	service	providers	to	deliver	the	same	or	better	results	while	consuming	fewer	resources.	Our	Cologuard	test
has	been	included	in	NCQA'	s	HEDIS	measures	since	2017	and	in	CMS'	s	Medicare	Advantage	Star	Ratings	since	2018.	If	for
some	reason	our	Cologuard	test	was	removed	from	or	not	included	in	HEDIS,	the	Star	Ratings,	or	other	quality	metrics,	payers
may	be	less	inclined	to	reimburse	our	Cologuard	test	at	adequate	levels,	if	at	all,	which	could	adversely	impact	our	business.
Additionally,	if	our	Cologuard	test	was	removed	from	or	not	included	in	HEDIS,	the	Star	Ratings,	or	other	quality	metrics,
healthcare	providers	may	not	earn	quality	credit	for	prescribing	our	Cologuard	test	and	therefore	may	be	less	inclined	to	do	so.
If	our	Cologuard	test	or	Cologuard	Plus	test	fails	to	maintain	its	current	position	within	any	updated	USPSTF	colorectal	cancer
screening	recommendations,	our	Cologuard	test	or	Cologuard	Plus	test	may,	as	a	result,	become	excluded	from	the	HEDIS
measures	and	the	Star	Ratings.	We	expect	to	incur	significant	expenses	on	development	efforts	to	improve	our	current	products
and	develop	a	pipeline	for	future	products	and	services,	but	such	efforts	may	not	be	successful.	Developing	new	or	improved
cancer	tests	is	a	speculative	and	risky	endeavor.	Candidate	products	and	services	that	may	initially	show	promise	may	fail	to
achieve	the	desired	results	in	larger	clinical	studies	or	may	not	achieve	acceptable	levels	of	clinical	accuracy.	Results	from	early
studies	or	trials	are	not	necessarily	predictive	of	future	clinical	study	or	trial	results,	and	interim	results	of	a	trial	are	not
necessarily	indicative	of	final	results	.	From	time	to	time,	we......	continues	and	more	patient	data	become	available	.	Significant
adverse	differences	between	initial	or	interim	data	and	final	data	could	significantly	harm	our	reputation	and	business	prospects.
Any	cancer	screening	or	diagnostic	test	we	develop	will	need	to	demonstrate	in	clinical	studies	a	high	level	of	accuracy.	Because
cancer	screening	tests	seek	to	identify	relatively	rare	occurrences,	if	in	a	clinical	study	a	candidate	product	or	service	fails	to
identify	even	a	small	number	of	cancer	cases,	the	sensitivity	rate	may	be	materially	and	adversely	affected	and	we	may	have	to
abandon	the	candidate	product	or	service.	Any	cancer	diagnostic	test	we	develop	will	need	to	address	an	unmet	medical	need
with	accurate	performance	and	utility.	We	may	need	to	explore	a	number	of	different	biomarker	combinations,	alter	our
candidate	products	or	platform	technologies,	and	repeat	clinical	studies	before	we	identify	a	potentially	successful	candidate.	We
may	need	to	acquire,	whether	through	purchase,	license	or	otherwise,	technologies	owned	by	third	parties,	and	we	may	not	be
able	to	acquire	such	technologies	on	commercially	reasonable	terms	or	at	all.	We	also	require	human	sample	types,	such	as
blood,	tissue,	and	stool	for	our	research	and	product	development,	which	may	not	be	available	to	us	on	a	timely	basis	or
commercially	reasonable	terms.	Our	inability	to	negotiate	access	to	such	clinical	samples	or	the	ability	of	other	laboratories	or
our	competitors	to	secure	access	to	these	samples	before	us	could	limit	or	delay	our	ability	to	research,	develop	,	and
commercialize	future	products.	Product	development	is	expensive,	may	take	years	to	complete,	and	can	have	uncertain
outcomes.	Failure	can	occur	at	any	stage	of	development.	If,	after	development,	a	candidate	product	or	service	appears
successful,	we	may,	depending	on	the	nature	of	the	product	or	service,	still	need	to	obtain	FDA	and	other	regulatory	clearances
or	approvals	before	we	can	market	it.	There	can	be	no	guarantee	that	the	FDA	would	clear	or	approve	any	future	product	or
service	we	may	develop.	Even	if	the	FDA	and	other	regulatory	authorities	clear	or	approve	a	new	product	or	service	we
develop,	we	would	need	to	commit	substantial	resources	to	commercialize,	sell	,	and	market	it	before	it	could	be	profitable,	and
the	product	or	service	may	never	be	commercially	viable.	In	developing	a	test,	we	must	make	numerous	assumptions	regarding
the	commercial	viability	of	a	test,	including	with	respect	to	healthcare	providers’	and	patients’	interest	in	a	test,	payers’
willingness	to	pay	for	a	test,	our	costs	to	perform	a	test,	and	availability	and	attractiveness	of	competing	offerings.	Frequently,
we	must	make	those	assumptions	many	years	before	a	test	is	ready	for	clinical	use.	If	we	determine	that	any	of	our	current	or
future	development	programs	is	unlikely	to	succeed,	we	may	abandon	it	without	any	return	on	our	investment	into	the	program.
We	may	need	to	raise	significant	additional	capital	to	bring	any	new	products	or	services	to	market,	which	may	not	be	available
on	acceptable	terms,	if	at	all.	.	Topline	From	time	to	time,we	may	publicly	disclose	then-	available	data	also	remain	from
clinical	studies	before	the	studies	are	complete,and	the	results	and	related	findings	and	conclusions	may	be	subject	to
change	following	audit	and	verification	procedures	that	may	result	in	the	final	analysis	of	the	data	related	to	being	materially
different	from	the	particular	study	or	trial	preliminary	data	we	previously	published	.As	a	result,	topline	such	data	should	be
viewed	with	caution	until	the	final	data	are	available.	Additionally	From	time	to	time	,	such	we	may	also	disclose	interim	data
from	our	preclinical	and	clinical	studies.Interim	data	from	clinical	studies	that	we	may	complete	are	subject	to	the	risk	that	one
or	more	of	the	clinical	outcomes	may	materially	change	as	patient	enrollment	and	/	or	follow-	up	continues	and	more	patient
data	become	available	.Differences	between	preliminary,topline	or	interim	As	of	December	31,	2023	2024	,	we	have	entered
into	exclusive	distribution	agreements	for	the	sale	of	our	Oncotype	tests	with	distributors	covering	dozens	of	countries.	We	may
enter	into	other	similar	arrangements	to	distribute	our	tests	in	other	countries	in	the	future.	We	intend	to	continue	growing	our
business	internationally,	and	to	do	so	we	may	need	to	attract	additional	distributors	to	expand	the	territories	in	which	we	sell	our
tests.	Despite	contractual	obligations,	distributors	may	not	commit	the	necessary	resources	to	market	and	sell	our	tests	to	the
level	of	our	expectations.	If	current	or	future	distributors	do	not	perform	adequately,	or	we	are	unable	to	enter	into	or	maintain
arrangements	with	distributors	to	market	our	tests	in	particular	geographic	areas,	we	may	not	realize	long-	term	international
revenue	growth.	Additionally,	local	laws	may	make	it	very	difficult	or	costly	for	us	to	terminate	or	replace	distributors,	and	local



public	procurement	law	may	complicate	providing	our	centralized	laboratory	services	through	a	distributor.	Furthermore,	our
revenue	from	distributors	could	be	negatively	impacted	as	a	result	of	changes	in	business	cycles,	business	or	economic
conditions,	coverage	determinations,	reimbursement	rates,	changes	in	foreign	currency	exchange	rates	that	make	our	tests	more
expensive	in	our	distributors’	local	currencies,	or	other	factors	that	could	affect	their	ability	to	pay	us	for	tests	on	a	timely	basis
or	at	all.	The	development	and	commercialization	of	our	products	and	services	rely,	directly	or	indirectly,	upon	strategic
collaborations	and	licensing	agreements	with	third	parties.	We	have	collaborative	and	licensing	arrangements	with	Mayo
Foundation	for	Medical	Education	and	Research,	under	which	Mayo	provides	us	with	certain	exclusive	and	non-	exclusive
intellectual	property	rights	and	ongoing	product	development	and	research	and	development	assistance.	In	addition,	we	have
licensing	agreements	with	other	partners	that	provide	us	with	intellectual	property	and	other	business	rights	crucial	to	our
product	development	and	commercialization.	We	have	incorporated	licensed	technology	into	our	Cologuard	commercialized
test	tests	and	expect	to	continue	relying	on,	and	incorporating,	licensed	technology	into	our	pipeline	products.	Our	dependence
on	licensing,	collaboration,	and	other	similar	agreements	with	third	parties	may	subject	us	to	a	number	of	risks.	There	can	be	no
assurance	that	any	current	contractual	arrangements	between	us	and	third	parties	or	between	our	strategic	partners	and	other
third	parties	will	be	continued	on	materially	similar	terms	and	will	not	be	breached	or	terminated	early.	Any	failure	to	obtain	or
retain	the	rights	to	necessary	technologies	on	acceptable	commercial	terms	could	require	us	to	re-	configure	our	products	and
services,	which	could	negatively	impact	their	commercial	sale	or	increase	the	associated	costs,	either	of	which	could	materially
harm	our	business	and	adversely	affect	our	future	revenues	and	ability	to	achieve	sustained	profitability.	In	addition,	establishing
new	strategic	collaborations	and	licensing	arrangements	is	difficult	and	time-	consuming.	Discussions	with	potential
collaborators	or	licensors	may	not	lead	to	the	establishment	of	collaborations	on	favorable	terms,	if	at	all.	To	the	extent	we
agree	to	work	exclusively	with	one	collaborator	in	a	given	area,	our	opportunities	to	collaborate	with	other	entities	could	be
limited.	Potential	collaborators	or	licensors	may	reject	collaborations	with	us	based	upon	their	assessment	of	our	financial,
regulatory,	or	intellectual	property	position	or	other	factors.	Even	if	we	successfully	establish	new	collaborations,	these
relationships	may	never	result	in	the	successful	commercialization	of	any	product	or	service.	In	addition,	the	success	of	the
projects	that	require	collaboration	with	third	parties	will	be	dependent	on	the	continued	success	of	such	collaborators.	There	is
no	guarantee	that	our	collaborators	will	continue	to	be	successful	and,	as	a	result,	we	may	expend	considerable	time	and
resources	developing	products	or	services	that	will	not	ultimately	be	commercialized.	We	may	be	subject	to	substantial	costs	and
liability	or	be	prevented	from	using	technologies	incorporated	in	our	screening	or	diagnostic	tests	as	a	result	of	litigation	or	other
proceedings	relating	to	patent	or	other	intellectual	property	rights.	Third	parties	may	assert	infringement	or	other	intellectual
property	claims	against	our	licensors,	our	licensees,	our	suppliers,	our	strategic	partners,	or	us.	We	pursue	a	patent	strategy	that
we	believe	provides	us	with	a	competitive	advantage	in	the	non-	invasive	early	detection	of	cancer	and	pre-	cancer	as	well	as	in
the	guidance	of	cancer	treatment	decisions,	and	is	designed	to	maximize	our	patent	protection	against	third	parties.	We	have
filed	patent	applications	that	we	believe	cover	the	methods	we	have	designed	and	use	in	our	Cologuard	and	Cologuard	Plus
test	tests	to	detect	colorectal	cancer	and	pre-	cancer,	our	Oncotype	tests	to	provide	prognosis	and	guide	treatment	decisions,	and
for	pipeline	cancer	tests	still	in	development.	In	order	to	protect	or	enforce	our	patent	and	other	intellectual	property	rights,	we
may	have	to	initiate	actions	against	third	parties.	Any	actions	regarding	patents	could	be	costly	and	time	-	consuming	and	divert
the	attention	of	our	management	and	key	personnel	from	our	business.	Additionally,	such	actions	could	result	in	challenges	to
the	validity,	enforceability,	or	applicability	of	our	patents.	Because	the	U.	S.	Patent	and	Trademark	Office	(“	USPTO	”)
maintains	patent	applications	in	secrecy	until	a	patent	application	publishes	or	the	patent	is	issued,	we	have	no	way	of	knowing
if	others	may	have	filed	patent	applications	covering	technologies	used	by	our	partners	or	us.	Additionally,	there	may	be	third-
party	patents,	patent	applications,	and	other	intellectual	property	relevant	to	our	technologies	that	may	block	or	compete	with	our
technologies.	From	time	to	time	we	have	received	correspondence	from	third	parties	alleging	to	hold	intellectual	property	rights
that	could	block	our	development	or	commercialization	of	products.	While	none	of	these	inquiries	to	date	have	had	any	material
effect	on	us,	we	may	receive	inquiries	in	the	future	that	could	have	a	material	effect	on	our	business.	Even	if	third-	party	claims
are	without	merit,	defending	a	lawsuit	may	result	in	substantial	expense	to	us	and	may	divert	the	attention	of	management	and
key	personnel.	In	addition,	we	cannot	provide	assurance	that	we	would	prevail	in	any	such	suits	to	the	extent	necessary	to
conduct	our	business	according	to	our	strategic	plan	or	that	the	damages	or	other	remedies,	if	any,	awarded	against	us	would	not
be	substantial.	Claims	of	intellectual	property	infringement	may	require	that	we,	or	our	strategic	partners,	enter	into	royalty	or
license	agreements	with	third	parties	that	may	only	be	available	on	unacceptable	terms,	if	at	all.	These	claims	may	also	result	in
injunctions	against	the	further	development	and	commercial	sale	of	services	or	products	containing	our	technologies,	which
would	have	a	material	adverse	effect	on	our	business,	financial	condition,	and	results	of	operations.	We	rely	on	patent	protection
as	well	as	a	combination	of	trademark,	copyright,	and	trade	secret	protection	and	other	contractual	restrictions	to	protect	our
proprietary	technologies	and	other	intellectual	property	rights,	all	of	which	provide	limited	protection	and	may	not	adequately
protect	our	rights	or	permit	us	to	gain	or	keep	any	competitive	advantage.	If	we	fail	to	protect	our	intellectual	property,	third
parties	may	be	able	to	compete	more	effectively	against	us	and	we	may	incur	substantial	litigation	costs	in	our	attempts	to
recover	or	restrict	use	of	our	intellectual	property,	which	may	not	be	entirely	successful,	if	at	all.	Additionally,	certain	of	our
patents	have	began	begun	to	expire	in	2018	.	This	loss	of	intellectual	property	protection	may	permit	third	parties	to	use	certain
intellectual	property	assets	previously	exclusively	reserved	for	our	use.	We	cannot	assure	you	that	any	of	our	currently	pending
or	future	patent	applications	will	result	in	issued	patents,	and	we	cannot	predict	how	long	it	will	take	for	any	such	patents	to	be
issued.	Further,	we	cannot	assure	you	that	other	parties	will	not	challenge	any	patents	issued	to	us	or	that	courts	or	regulatory
agencies	will	hold	our	patents	to	be	valid	or	enforceable.	We	have	been	in	the	past,	and	may	be	in	the	future,	the	subject	of	pre-
or	post-	grant	proceedings	challenges	at	the	USPTO	or	international	patent	offices	to	determine	priority	of	invention	or	validity
of	a	patent,	which	could	result	in	substantial	cost	to	us	as	well	as	a	possible	adverse	decision	as	to	the	priority	of	invention	or
validity	of	the	patent	involved.	An	adverse	decision	in	any	such	challenge	may	result	in	the	loss	of	rights	under	a	patent	or	patent



application.	We	cannot	guarantee	that	we	will	be	successful	in	defending	challenges	made	against	our	patents	and	patent
applications.	Any	successful	third-	party	challenge	to	our	patents	could	result	in	co-	ownership	the	unenforceability	or
invalidity	of	such	patents	with	.	Additionally,	agency	workforce	reductions	or	turnover	could	delay	or	change	the	third
party	outcome	of	approvals	or	decisions	on	which	we	rely	to	protect	or	our	intellectual	property	the	unenforceability	or
invalidity	of	such	patents	.	Even	where	we	have	valid	patents,	third	parties	may	be	able	to	successfully	design	their	products	and
services	around	those	patents,	such	that	their	products	and	services	do	not	infringe	our	patents.	We	may	face	competition
internationally	in	jurisdictions	where	we	do	not	have	intellectual	property	protection.	Our	business	may	be	adversely	affected	to
the	extent	third	parties	are	able	to	develop	or	commercialize	competing	products	and	services	that	do	not	infringe	our	patents.
We	may	also	be	adversely	affected	to	the	extent	third	parties	develop	or	commercialize	competing	products	or	services	in
countries	where	we	did	not	apply	for	patents,	where	our	patents	have	not	issued,	or	where	our	intellectual	property	rights	are	not
recognized	or	are	poorly	enforced.	We	depend	on	trademarks	to	establish	a	market	identity	for	our	company	and	our	products
and	services.	To	maintain	the	value	of	our	trademarks,	we	may	have	to	file	lawsuits	against	third	parties	to	prevent	them	from
using	trademarks	confusingly	similar	to	or	dilutive	of	our	registered	or	unregistered	trademarks.	We	also	may	not	obtain
registrations	for	our	pending	or	future	trademark	applications,	and	might	have	to	defend	our	registered	trademarks	and	pending
applications	from	challenges	by	third	parties.	Enforcing	or	defending	our	registered	and	unregistered	trademarks	might	result	in
significant	litigation	costs	and,	if	we	are	unsuccessful,	might	result	in	damages,	including	the	inability	to	continue	using	certain
trademarks	.	We	are	currently	engaged	in	patent	infringement	lawsuits	against	Geneoscopy	for	its	infringement	of
multiple	Company	patents.	Geneoscopy	has	in	response	alleged	several	claims	against	us,	in	addition	to	asking	for	the
USPTO	to	reexamine	the	patentability	of	the	patents	in	dispute.	More	information	on	these	matters	can	be	found	in	Note
15	of	our	Notes	to	Consolidated	Financial	Statements.	Defending	these	lawsuits	and	patent	challenges	may	result	in
substantial	expense	to	us	and	may	divert	the	attention	of	management	and	key	personnel	.	From	time	to	time,	the	U.	S.
Supreme	Court,	other	federal	courts,	the	U.	S.	Congress,	or	the	USPTO	may	change	the	standards	of	patentability	and	validity
of	patents	within	the	cancer	screening	and	diagnostics	space,	and	any	such	changes	could	have	a	negative	impact	on	our
business.	There	have	been	several	cases	involving	“	gene	patents	”	and	diagnostic	claims	that	have	been	considered	by	the	U.	S.
Supreme	Court	that	have	affected	the	legal	concept	of	subject	matter	eligibility	by	seemingly	narrowing	the	scope	of	the	statute
defining	patentable	inventions.	Additionally,	in	December	2014	and	again	in	2019,	the	USPTO	published	revised	guidelines	for
patent	examiners	to	apply	when	examining	process	claims	that	narrow	the	scope	of	patentable	subject	matter.	While	these
guidelines	may	be	subject	to	review	and	modification	by	the	USPTO	over	time,	we	cannot	assure	you	that	our	patent	portfolio
will	not	be	negatively	impacted	by	the	decisions	mentioned	above,	rulings	in	other	cases,	or	changes	in	guidance	or	procedures
issued	by	the	USPTO.	Additional	substantive	changes	to	patent	law,	whether	new	or	associated	with	the	America	Invents	Act	—
which	substantially	revised	the	U.	S.	patent	system	—	may	affect	our	ability	to	obtain,	enforce	or	defend	our	patents.
Accordingly,	it	is	not	clear	what,	if	any,	impact	these	substantive	changes	will	ultimately	have	on	the	cost	of	prosecuting	our
patent	applications,	our	ability	to	obtain	patents	based	on	our	discoveries,	and	our	ability	to	enforce	or	defend	our	issued	patents,
all	of	which	could	have	a	material	adverse	effect	on	our	business.	As	a	public	company,	we	are	subject	to	the	Sarbanes-	Oxley
Act	of	2002	and	the	related	rules	and	regulations	promulgated	by	the	SEC,	which	require	us,	among	other	things,	to	maintain
effective	disclosure	controls	and	procedures	and	internal	control	over	financial	reporting.	Maintaining	effective	disclosure
controls	and	procedures	and	internal	control	over	financial	reporting	is	necessary	for	us	to	produce	reliable	financial	statements
and	to	prevent	fraud.	In	addition,	we	are	required	to	disclose	publicly	for	each	fiscal	year	the	conclusion	of	our	management	as
to	the	effectiveness	of	our	internal	control	over	financial	reporting	and	to	report	any	material	weaknesses	identified	by
management.	The	Sarbanes-	Oxley	Act	also	requires	that	our	management	report	on	internal	control	over	financial	reporting	be
attested	to	by	our	independent	registered	public	accounting	firm.	Although	we	determined	that	our	internal	control	over	financial
reporting	was	effective	as	of	December	31,	2023	2024	,	we	must	continue	to	monitor	and	assess	our	internal	control	over
financial	reporting.	If	we	identify	material	weaknesses	in	our	internal	control	over	financial	reporting	or	if	we	are	unable	to
assert	that	our	internal	control	over	financial	reporting	is	effective	when	required	in	the	future,	or	if	our	independent	registered
public	accounting	firm	is	unable	to	express	an	opinion	as	to	the	effectiveness	of	our	internal	control	over	financial	reporting,
investors	may	lose	confidence	in	the	accuracy	and	completeness	of	our	financial	reports	and	the	market	price	of	our	common
stock	could	be	adversely	affected.	The	market	price	for	our	common	stock,	like	the	securities	of	many	other	companies	in	the
life	sciences	industry,	has	been	highly	volatile	and	could	continue	to	be	volatile	and	subject	to	significant	price	and	volume
fluctuations	in	response	to	various	factors,	many	of	which	are	beyond	our	control.	Such	factors	include	those	listed	in	this	“	Item
1A.	Risk	Factors	”	section	as	well	as:	•	comments	by	securities	analysts	regarding	our	business	or	prospects;	•	our	quarterly
operating	performance;	•	our	issuance	of	common	stock	or	other	securities;	•	our	inability	to	accurately	forecast	future
performance;	•	our	inability	to	meet	analysts’	expectations;	•	announcements	by	us	or	our	competitors,	including	strategic
actions,	management	changes,	and	material	transactions;	and	•	general	financial,	domestic,	international,	economic,	and	market
conditions,	including	overall	fluctuations	in	the	U.	S.	equity	and	credit	markets,	which	may	be	unrelated	or	disproportionate	to
the	operating	performance	of	particular	companies.	In	the	past,	companies	whose	securities	have	experienced	periods	of
volatility	in	market	price	have	been	subjected	to	securities	class	action	or	derivative	litigation.	In	this	regard,	sharp	drops	in	the
market	price	of	our	common	stock,	could	expose	us	to	claims	and	litigation	alleging	violations	of	the	securities	laws	or	other
related	claims.	Such	litigation	could	result	in	substantial	expenses	and	diversion	of	management’	s	attention	and	corporate
resources,	which	would	seriously	harm	our	business,	financial	condition,	and	results	of	operations.	We	have	recorded
significant	impairment	charges	and	could	do	so	again	in	the	future,	which	could	have	a	material	adverse	impact	on	our
results	of	operations.	Our	balance	sheet	includes	goodwill	and	intangible	assets	that	represent	66	57	%	of	our	total	assets	at
December	31,	2023	2024	,	which	are	primarily	associated	with	our	acquisitions.	On	These	assets	are	not	amortized	but
reviewed	for	impairment	at	least	an	annual	annually	basis	,	we	assess	whether	or	when	events	or	changes	in	there	--	the



business	environment	indicate	have	been	impairments	in	the	carrying	value	of	goodwill.	In	addition,	we	review	intangible
assets	for	impairment	whenever	events	or	changes	in	circumstances	indicate	the	carrying	amount	of	the	asset	may	not	be
recoverable.	If	the	carrying	value	of	the	asset	is	determined	to	be	impaired,	then	it	is	written	down	to	fair	value	by	a	charge	to
operating	earnings.	An	impairment	of	a	significant	portion	of	goodwill	or	intangible	assets	could	have	a	material	negative	effect
on	our	results	of	operations.	During	the	fourth	quarter	of	2024,	we	performed	a	quantitative	impairment	assessment	for
the	in-	process	research	and	development	(“	IPR	&	D	”)	intangible	asset	acquired	as	part	of	the	acquisition	of	Thrive
related	to	the	development	of	a	blood-	based	MCED	test.	The	impairment	assessment	required	a	fair	value
measurement,	and	we	determined	that	the	fair	value	of	the	IPR	&	D	was	$	420.	0	million	resulting	in	a	non-	cash,	pre-
tax	impairment	loss	of	$	830.	0	million.	Our	significant	indebtedness	could	adversely	affect	our	business,	financial
condition	and	results	of	operations,	and	our	ability	to	meet	our	payment	obligations	under	such	indebtedness	and	limit
our	ability	to	raise	additional	capital	to	fund	our	operations.	We	have	a	significant	amount	of	indebtedness.	As	of	December
31,	2023	2024	,	we	had	total	indebtedness	of	$	2.	39	60	billion	consisting	of	,	including	$	2.	34	billion	in	aggregate	principal
and	interest	due	under	our	convertible	senior	notes	and	$	50.	0	million	in	borrowings	under	our	Securitization	Facility	.	We	also
had	$	4.	4	million	of	letters	of	credit	issued	under	our	Revolver	.	This	level	of	debt	could	have	significant	consequences	on	our
future	operations,	including:	•	increasing	our	vulnerability	to	adverse	economic	and	industry	conditions;	•	making	it	more
difficult	for	us	to	meet	our	payment	and	other	obligations;	•	making	it	more	difficult	to	obtain	any	necessary	future	financing	for
working	capital,	capital	expenditures,	debt	service	requirements,	or	other	purposes;	•	requiring	the	dedication	of	a	substantial
portion	of	any	cash	flow	from	operations	to	service	our	indebtedness,	thereby	reducing	the	amount	of	cash	flow	available	for
other	purposes,	including	capital	expenditures;	•	placing	us	at	a	possible	competitive	disadvantage	with	competitors	that	are	less
leveraged	than	us	or	have	better	access	to	capital	than	we	have;	and	•	limiting	our	flexibility	in	planning	for,	or	reacting	to,
changes	in	our	business	and	the	markets	in	which	we	compete.	Any	of	the	above-	listed	factors	could	have	an	adverse	effect	on
our	business,	financial	condition,	and	results	of	operations	and	our	ability	to	meet	our	payment	obligations	under	our
indebtedness.	Our	ability	to	meet	our	payment	and	other	obligations	under	our	indebtedness	depends	on	our	ability	to	generate
significant	cash	flow	in	the	future.	This,	to	some	extent,	is	subject	to	general	economic,	financial,	competitive,	legislative,	and
regulatory	factors	as	well	as	other	factors	that	are	beyond	our	control.	We	cannot	assure	you	that	our	business	will	generate	cash
flow	from	operations,	or	that	future	borrowings	will	be	available	to	us,	in	an	amount	sufficient	to	enable	us	to	meet	our	payment
obligations	under	our	indebtedness	and	to	fund	other	liquidity	needs.	If	we	are	not	able	to	generate	sufficient	cash	flow	to	service
our	debt	obligations,	we	may	need	to	refinance	or	restructure	our	debt,	sell	assets,	reduce	or	delay	capital	investments,	share-
settling	the	convertible	notes	or	seek	to	raise	additional	capital,	any	of	which	events	could	have	an	adverse	effect	on	our
business,	financial	condition,	and	results	of	operations	or	be	highly	dilutive	to	our	shareholders.	Our	credit	facilities	contain
certain	customary	representations,	and	warranties,	affirmative	covenants	and	negative	covenants	for	credit	facilities	of	this
nature	,	including	covenants	that	require	delivery	of	financial	statements	and	notices	of	events	of	default	and	restrictions
on	as	well	as	termination	events	which	would	permit	the	lenders	to	terminate	upon	the	occurrence	incurrence	of	debt	or
guarantees,	the	creation	of	liens,	the	making	of	certain	investments	specified	events	,	including	loans	and	acquisitions,
mergers	and	dissolutions,	the	sale	of	assets,	the	payment	of	dividends,	and	the	repayment	of	certain	junior	debt	,	among
others	.	Our	obligations	under	our	revolving	credit	facility	are	secured	,	failure	pursuant	to	pay	amounts	when	due	a
guarantee	and	collateral	agreement	pursuant	to	which	we	granted	to	the	lenders	liens	on	substantially	all	of	our	assets	,
subject	to	certain	exceptions	defaults	on	other	material	indebtedness,	certain	judgments,	a	change	of	control	and	exclusions
bankruptcy	and	insolvency	events	.	A	breach	of	any	covenant	in	our	credit	facilities	or	the	agreements	and	indentures	governing
any	other	indebtedness	that	we	may	have	outstanding	from	time	to	time	would	result	in	a	default	under	that	agreement	or
indenture	after	any	applicable	grace	periods.	A	default,	if	not	waived,	could	result	in	,	among	other	things,	(i)	acceleration	of
the	debt	outstanding	under	the	agreement	and	the	lenders	exercising	remedies,	including	with	respect	to	the	collateral	we
granted	to	them,	which	includes	substantially	all	of	our	assets,	and	(ii)	a	default	with	respect	to,	and	an	acceleration	of	the
debt	outstanding	under,	other	debt	agreements.	If	that	occurs,	we	may	not	be	able	to	make	all	of	the	required	payments	or
borrow	sufficient	funds	to	refinance	such	debt.	Even	if	new	financing	were	available	at	that	time,	it	may	not	be	on	terms	that	are
acceptable	to	us	or	terms	as	favorable	as	our	current	agreements.	If	our	debt	is	in	default	for	any	reason,	our	business,	results	of
operations	and	financial	condition	could	be	materially	and	adversely	affected.


