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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 bustness-strategic plan.
¢ Our success depends heavily on our Cologuard and ©Oneetype-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 +the-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 in our information technology, storage systems, or our clinical laboratory equipment
could significantly disrupt our operations and our research and development efforts. ¢ If the courier delivery services we use in
connection with our tests are disrupted or become significantly more expensive, customer satisfaction and our business could be
negatively impacted. « The success of our business #s-substantially dependent-depends wperr-on the efforts of our senior
management team and quallﬁed personnel and our ability to attraet—foster and maintain and-- an inclusive retainpersonnel—
0 nd taber-eestinereases-collaborative

corporate culture . « Our business and reputation Wlll suffer 1f 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 sharcholder value. ¢ International expansion of our business exposes us to
business, regulatory, labor, political, operational, financial, compliance, payment collection, and economic risks associated with
d01ng busmess 0utside of the U. S. « Our busmess is-may be adversely affected by global macroeconomic conditions and

such as the qaer&&eﬁs—eperatmg—resu-l-ts
a-nd—ﬁnaﬁeia-l—eeﬁd-rﬁeﬁ—‘—"l:he—COVlD 19 ettt-bfealehas-pandemlc, have had, and may—ft&t-her—mateﬂa-l-ly—aﬁd-could in the

future have, advefselry——— adverse a—ffeet—effects on our busmess and fmanCial results —‘—We-eurreﬂt-ly—effeeGGW-B-—lQ—tesﬁng;

* Ethical, legal and soc1al concerns related to the use of genetic 1nformat10n could reduce demand for our genetic tests. » Ot
business-and-operations-are-subjeet-Climate change, or legal or regulatory measures to address risksrelatedte-climate
change or other —-Our-business-eould-benegatively-impaeted-by-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 third—party
payers, including managed care organizations, do not approve and maintain reimbursement for our tests at adequate

reimbuisement rates, our commercial success could be compromised Beeause—ef—Medteare—bﬂlmg—rules—er—ehaﬁges—m
e*perienee—delays—m—reeeiﬁfing—pwmeﬁts.—hlf 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 H-=we
-fa-i-l-to rﬂeet—arry—app-l-reab-le—comply w1th federal state and forelgn laboratory llcensmg and related requirements e-f—GI:IA—ef

srgm-ﬁea-nt—expense—lose the ablllty to perform our tests, experience disruptions to our busmess, or become subject to
administrative or ]udlClal sanctions . F&i-l-ufe-Our products could be subJect to recall manﬁam—eemphanee%ﬂa—F—DA

te—t-hat—test— Delays in receipt of or failure to eb’famiﬂg»—— obtam regu-l&tery— requlred FDA clearances or appr ovals for our
new-tests;-products in development ;-erserviees- or improvements to or expanded indications for our current offerings, could
materially delay or prevent ;delay;-us from commercializing or otherwise adversely impact future product
commercialization. « The Hthe-FDA may svere-te-change its position with respect to its regulation of the laboratory developed
tests we offer or ptan-may seek to offer in the future , we-eetld-causing us to incur substantial costs and time delays and
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 regulatrons applrcable to pr0v1ders of clinical dragnostrcs —We—eeu-ld—be
subjeet-to-signifteantfines-and services pens ve-or-our-pattie 0 y attons-. * Due to
billing complexities in the diagnostic and laboratory service industry, we may have dlfﬁcultles recelvmg tlmely notbe-able-to
eoHeet-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 the Foreign Corrupt Practices Act and similar anti- bribery laws . - Complianee-Failure to
comply with the-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 inerease-engage in misconduct eur— or eests-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 forergn regulatory bodies, and those third
parties may not perform satisfactorily. ¢ Changes in tax W 6

t-hat—m‘rpaet—eenﬁaha-nee—eests—or exposure to tax llabllltles could adversely affect our financial condltlon and risks-results of
ﬁoneemp-l-ranee—operatlons R1sks Relatrng to Product Development C ommercralrzatron and Sales of our Products ~—W‘e—have

serv-tees— The success of our Cologuard test our eﬂeetype-Precmlon Oncology tests, and any other screenrng or diagnostic
product or service we may offer or develop will depend on the degree of market acceptance by healthcare providers, patients,
healthcare payers, and others in the medical community. * 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 te-in our research and develop-development efforts new
eaneertests-, which may not be successful. « Our dependence on distributors for sales in many markets outside of the U. S.

could lrnut or prevent us from sellrng our tests in those markets and nnpact our revenue —‘-th=researeh-aﬂd-develepmen-t—effeﬁs

enfell-naeﬁt—rn—futttre—el-rntea-l—stud-res— Risks Relatrng to our lntellectual Property © We rely on strategrc collaboratrve 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 tests y-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 © We—are—requ—rred—lf we fail to assess-our-maintain an effectlve system of internal control over financial reporting ,
: & ottd 0 investors may lose
conﬁdence ateHin the accuracy a-n—and adverse—effeet—eﬁ—completeness of our reported ﬁnanc1al information and our stock
e 0 2 : : X ottt adversely 1mpacteda-ffeet—eui=

.. Our stocl( pr1ce has fluctuated Wrdely and is lrkely to continue to be Volatrle * Our balance sheet includes srgmfrcant amounts
of goodwrll and 1ntang1ble assets. The 1mpa1rment of a srgnrfrcant portron of these assets would negatrvely affect our results of

G - 1ndebtedne§s
could adversely affect our busrness ﬁnancral condition, and results of operatrons and our ab1lrty to meet our payment oblrgatrons
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, 2022-2023 , we have accumulated a total
deficit of approximately $ 3. 2747 billion . Our net loss was $ 204. 1 million, $ 623. 5 million and $ 595. 6 million for the
years ended December 31, 2023, December 31, 2022 and December 31, 2021, respectively . We expect to continue investing
significantly toward development and commercialization of our colorectal cancer screening technology, our Sreetype-precision
oncology tests, our MCED and MRD bleed-—based-multi—eaneereatty-deteetiontest-tests , and other products and services. ¥
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 be-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 #weke-12 months, we may require additional capital to
fully fund our current strategic plan, which includes continuing to scale our Cologuard and Oneetype-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 steelkhetders-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 et products or services, grant %ecurlty interests in our assets or grant licenses to third
parties on terms that are unfavorable to us. Ours y af af

&epeﬂd—depends very %ub%tantlally on the CommerClal success of our Cologuard and Gﬂeet'ype-premsmn oncology te%t% .
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 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 Hnited-States-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 sates-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 third—party-payers withinand
outside-the-5—5—; * 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; * 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 te-grew-sales of our
Cologuard and ©Oneetype-precision oncology tests , erif-we are delayed or limited in doing so , or we are unable to
successfully commercialize our tests in development or other new products our bu@meq@ prospects, financial condition and
reqult% of opelatlon% would be adversely affected. 5 v : 6 ;

stoekpriec-and-eausetosses-to-ourstoekholders—Our revenues and reqult% of oper. atlon% have hlstorlcally, and may in the
future, fluctuate significantly, depending on a variety of factors, including the following: * the-tmpaet-ofthe-COVD-—9
pandemie-onrour-business-and-operations——our success in marketing and selling, and changes in demand for, our Cologuard and
Oneetype-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 outbreak 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; ¢ 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 advantage-advantages over us, which may make them more attractive to
hospitals, chnlc% group purchaslng orgamzatlons and phy%lcmns See “ Item 1. Business — Competition ” --ineluding:—

s-in new-areas-that-we-are-entering;-this Annual
Report on Form 10- K for addltlonal 1nformatlon regardmg our competltors and =-alternative-distributtonrmodels-that
eustomers-prefer-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 We-eurrentlty-perform-our-Cologuard-and COVHD-—9testsin
laboratory facilities are located in Madison and Marshfield , Wisconsin —We-mantfactare-the-Cotognard-testin-two-faeilities
mMadisen-, Wiseonsin—Our-Redwood City, California, Kirkland, Wash1ngton, Phoenlx, Arlzona, and Trler, Germany,
and our headquarters are also located in Madison, Wlsconqln W 7

damaged deqtroyed or otherwme unable to operate Whether due to fire, floods, %torm% 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. In-erder-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 ear
these tests ;we-. 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 B3*-tests could be performed following
validation and other required procedures. We cannot assure you that we would be able to find an appropriately another-CEtA
orIS6+5+89——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 quallty or regulatory qtandard%
Alternatively, In-orderto-establish-establishing a redundant € :
California-faeilities-facility ;we-for certain of our testing would require have—te—speﬂd-conslderable time and money seettﬂng
to secure adequate space, eonstraeting---- construct the facility, reerutting--- recruit and traintng-—-- train employees, and
establishing---- establish the additional operational and administrative infrastructure necessary to support this a-seeene-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 ehntealrefereneetaboratery-facility eperedbyus-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 purchase certain supplies and products from third- party suppliers and
mantfaeturers- [n 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 platform that
we could use in the near future as a commercially viable alternative. Further, I[llumina 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, 1nclud1ng

MCED —and MRD —a-nd—reeuffenee—memteﬂng—testq Since W y
-August 202 1, Illumina has owned eempleted—rts—aeqtnsmeﬂ

o—f—GRAlL Wthh is commerc1a1121ng a MCED test agalnst Wthh 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. Adtheugh-Illumina has made an
irrevocable standing offer to supply any customer with its sequencing products en-eertain-terms-, 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 BNA-anabysis-steps in our clinical laboratory tests,
including our Cologuard ;-Oneetype-BX-and precision oncology €OVD—9-tests. Although other companies may offer viable
alternative platforms, we have invested srgnrﬁcant Caprtal tnne and expertrse to procure Hannlton machines and to optrnuze
their use in our tests. We y S 2

pandemie;-and-although-we-have a long term supply agreement Wrth Hannlton Whlch requires our excluswe use of certaln
Hamilton consumables and components with our Hamilton laboratory equipment. However, it is possible that Hamilton
could become unable or unwrlhng to continue te—pfe&‘tde-prowdlng us Wrth eeﬁatn—equlpment and supplies on commercmlly
acceptable terms, if at all. If Ha 6 6
Vﬁﬂﬁ-eeft&&rH&mr}tefHabef&tef}Peqt&pmethefefefe—rﬁour access to certain Hannlton consumables and components became
unpacted we may need to completely replace the Hamilton platform. Validating alternative vendors’ offerings could be
expensive, time- consuming, and unsuccessful. Further, because our Cologuard test is regulated by the 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, the failure to perform by a critical supplier, the deterioration of our relationship with a critical supplier or any
unilateral modification to the contractual terms under which we are supplied materiais-certain supplies and / or products 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. Our ability to execute our business strategy depends, in part, on
the continued and uninterrupted performance of our information technology (“ IT ™) systems, which support our operations,
including at our clinical laboratories, and our research and development efforts. We are-dependent—-- depend on our IT systems
to receive and process test orders, securely store patient health records and deliver the results of our tests. The integrity and
protectron of our own data, and that of our customers and ernployees is crrtlcal to our business —'Phe—fegtﬂa-teﬁ—eﬁﬁreﬂment

: siforma and-privaeyte astngly ; 6 ve- [T systems are vulnerable
o damage from a Varrety of sources, 1nclud1ng telecomrnunrcatrons or network farlures mahcrous human acts from criminal
hackers, hacktivists, state- sponsored intrusions, industrial espionage and employee malfeasance, breaches due to employee error
and natural disasters. Moreover, despite network security and back- up measures, some of our servers are potentially vulnerable

to physrcal or electronlc break- ins, computer viruses, and similar drsruptrve problems —I-hg-h—pfe-ﬁ-}e-seeuﬂty—bfeaehes—&t—et-hef

isks-6 d-ey ett i o Cyber— attacks are becoming more
sophrstrcated and frequent and in some cases have caused srgnrﬁcant harm at—Geﬂaputer—hﬁekefs—aﬁd—et-hefs» other companles

resources to protect the security of our IT systems, mcludlng the personal data and other information that we receive and
store, there can be no assurance that any securrty measures to-proteet-will be effective against current etr—- or future

y d 6 e-security threats . We have experienced and expect to continue to
experience atternpted cyber attacks of our lT systems or-and networks. To date, none of these attempted 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 and-damage-to-ourreputation-. 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, rehading-the €EPATthe £~
GDPR, and other regulations, the breach of which could result in significant penalties and damage to our reputation . In
addltlon, dlsruptlons to our buslness occurrlng asa result of -Systefn—system upgfaées-updates and enhancements regire

such as our efforts is-neeessary
fereus—to tntegf&te—t-he—aeqtnfed-eenﬁa&ny—s—m-fefmaﬁen—move our prec1s1on oncology tests to our technology and serv1ces

ttpgfaded—s-ystems—could have a rnaterral adverse -tnapaet—effect on our ﬁnancral Condltron and operatrng results There can be no
assurance that our process of improving existing systems, developing new systems to support our expanding operations 5
ntegrating-nrew-systems-, protecting confidential patient information, and improving service levels will not be delayed or that
will not give rise to additional systems issues winetarise-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
sby 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 Medicare claims or commercially practicable with regard to
commercial claims. 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 eymembers-efour senior management team , —98r
exeeutives-are-eritieal-to-direeting-and managing-of the highly skilled personnel supporting our grewthresearch and
development inr-the-fatare-programs, commercial laboratory operations, sales efforts and information technology
infrastructure . Oursteeess-is-substantially-dependentupon-The loss of the service of any member of our senior management
could significantly delay -s-abilitytotead-our— or eompanyimplement-sueeessful-prevent the achievement of our corporate

strategies and initiatives, or adversely impact our ability to develop key relationships rineladingrelationships-with
eoHaberators-and commercialize our products and services. Also, facilitating seamless leadership transitions for key

posmons isa critical factor i in sustalnlng the success of our organlzatlon. If our successron plannlng efforts are not
y We face f

v i ; i ompemlon for qﬁ&hﬁed-certaln hlghly technlcal
or sc1ent1f1c pelsonnel and experienced salespeople among life science and technology businesses. We also compete with
faee-eompetitton-frem-universities and public and private research institutions for treeruiting-andretaining-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 our—- or sueeess-depends-inside sales forces or our sales force may not be effective. Because of the
competition for their services, we may be unable to hire, partner with or retain additional qualified sales representatives
or marketing or medical affairs personnel, either as our employees or independent contractors or through independent
sales or other third- party organizations. Market competition for commercial, marketing and medical affairs talent is
s1gn1ﬁcant and we may not be able to h1re or retaln such talent on commercrally reasonable terms eu%abﬁ-r@—te—att—raet—and

which means that e1ther we or the employee may terminate their employment at any time. If we fall a-re—ﬁet—ab-le—to attract dnd
retdm t-he—necessdly personnel or effectlvely manage leadershlp changes among key posmons in our organization , our
ab p s-otur-In addition, recruiting and

retalnlng talented and dlverse personnel and fosterlng an 1nclus1ve culture focused on collaboratlon and partnership

i we [EERRrmay e . e o e A
and-satesrotes—Although-we have—net—may face challenges in attractlng and retalnlng quallfied personnel with diverse
backgrounds, expeﬂeﬁeed-experlences Aty : % ved

We—purehase—eaeh—e-ﬁwl‘neh—eet&d—&dﬂﬁfselyha-ffeet—our eper&ﬁeﬁs—ablllty to execute our business strategy Inherent risks are

involved in providing and marketing eaneer-our tests , including our Cologuard test 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 te-add-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 €33;-as of December 31, 2020 ;to 6, 278-500 , as of



December 31, 2024-2023 and-te-6;300as-of Deeember 3152022~ As Further;as-we continue to build our commercialization ,
marketing, and sales cfforts 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, As-a-resalt-of-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 have-alse-inereased-, 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 ferward-n
commercializing ear-new tests, we will also need to effectively manage our growing manufacturing, laboratory operations, and
sales and marketing needs. We are continuing to expand-eureurrentfaeilties-and-exploring-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
acqumtlon acthltleS hom time to tlme For example in :Fa-nua-fy—September %92—1—2023 we acqmred Resolutlon Blosc1ence

eﬂﬂeEfa—B-}ag-ﬁesﬂes—GmbH—EemteEfa—)— Certaln rlﬂkq may exist as a reqult ot these and othel acqumtlon acthltleS
including, among others Fthat * we-may-eneeunter-potential unknown liabilities and unforeseen increased expenses, delays , or

unfavorable conditions in connection with the integration of the acquired businesses into our business; * we-may-be-unable-to
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 sueeessfully—- successful integrate-integration of the operations and
information technology systems of acquired businesses into our business; * we-may-the potential tese-loss of key employees,
customers and strateglc partners of ours and of acqulred busmesses * We-may-eneounterpotentialunknownhabtlities-and
G 0 - the inability provisions-thatmay be-triggered-by
ﬂ&e—aeqtﬂsmeﬁs—‘—we—ma-y—be—tmab-}e—to reahze the antlclpated benehtq 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 wit
suffer-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 eandidates-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
poqmon and the@e transactions may be Vlewed negatlvely by 1nve§t0r§ healthcare prov1der§ patlent% and others —In-addition

stoekhotders- We cannot predict the number, tunlng or size of tuture acquisitions or the eﬁect that any such transactions might
have on our operating results. We may also pursue strategic divestitures from-time-to-time-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 7). A successful divestiture
depends on various factors, including our ability to effectively transfer liabilities, contracts, facilities and employees to the
purehaser-buyer , identify and separate the personnel, contracts , and assets, including intellectual property, to be divested from
the intelteetaat-property-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 these-that businesses—-
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 #egquirers-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 test outside of the U. S., we
currently commercialize or plan to commercialize our Oncotype DX 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 , such as tax laws, export
and import restrictions, 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



v stlations: teth hibitt ; itting-personal-data+ i i forel,(anoperatlons
jarisdietions-to-our-eentralized-Haboratortesin-the- b—S—; * difficulties in s’fa-fﬁng—&ﬂd—mamgmg ferergn—qaef&ﬁeﬁs—dlstrlbutor
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 H=S-FCPA, its books and records provisions or its anti- bribery provisions,
or similar anti- bribery or anti- corruption laws or regulations, such as the 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 eperations-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, and
foreign currency exchange rates and-overalt, weakness in general economic conditions and uneertainties-threatened or actual
recessions , including those resulting from the current and future conditions in the global financial markets —Forinstanee-, we
e*peﬂeﬂeed-rﬂ-ﬂaﬁeﬂaﬁ—pfessﬂres—'m%eﬁ—and budgeting constraints of governmental entities expeet-suehpressuresto
eentintte-in2023-. Cost inflation, including increases in raw material prices, labor rates, and transportation costs , 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, 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. inereasing-The high interest rates— 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. s
February24-Pandemics or disease outbreaks , 2622-such as the COVID- 19 pandemic , Russtan-foreestaunched-have
created and may continue to create significant volatility mititary-aetionragainst-Ukraine-, uncertainty and economic
sustained-eonthetand-disruption in the regienris-possible-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, hmlt or regulate the use of genetlc 1nformat10n or genetic testing or prohibit testing for genetic
predisposition to Ykra 6 pred e-certain conditions,particularly for those that
have no known cure. Slmlldrly these concerns may lead pdtlents 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 aetions-takenby-those of our suppliers, health care providers
and other eeuﬂmes—busmess partners -rne}udtﬂg—new—all of which could negatlvely impact and disrupt our business strieter

d-States—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 beheve we possess adequate insurance for et-her—= the dlsruptlon of our busmess from causahtles eeﬂﬁtrtee

by—Russta—rn—respeﬂse—te—such saﬂeﬁeﬂs—&ﬂd—eaeh—eeuﬂﬁﬂy—s-msurance may not be sufﬁclent to cover all of our potcntml
losses fespeﬂse—te-stleh—s&ﬂeﬁeﬂs,—msteﬁs,—and may not contmue mttary v y

all. New or additional legal or regulatory requlrements may be sabsta—nﬁa-l—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 disraptions—- 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 eaused--- used across the global business
landscape, including in the life sciences and healthcare industries. We have already employed certain Al technologies
into our business to enhance our operations, products, technology, and services and expect our use of Al to increase as
the technology rapidly evolves and improves. However, Al innovation presents risks and challenges that could impact
our business. Al algorithms may be flawed. Datasets may be insufficient or contain biased information. Ineffective AL
development and deployment practices by us or Russraﬂ—mﬁﬁa-ry—aeﬁeﬂ—erour commercial partners could resulting-—--

result in violations sanetions-may-magnify-the-impaet-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 risks-companies that arc developing-employing Al and evelvingrelated technologies ,
some of whom may develop more effective methods than we and any eertain-areas-are-subjeet-to-assumptions-that-eoutd
change-overtime-and-the-extent-and-severity-of our commerclal partners have ehm&te—ehartge—nﬂpaets—are—tm-}aaewn—l-ﬂ
addition, which w ittet v
eeﬂﬂeeﬁeﬁ—wrﬂa—t-hese—m&ttersﬁ&y—stleh-m&&ers—wuld ha\ e a material ad\ erse -1-rﬁpaet—effect on our -fttture—busmess, 1Lsults of
operations, or financial pesitien-condition.In addition,uncertainties regarding developing legal and eash-flews-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 Al 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 Haited-States-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
dl‘lSL in the future. Leeal procecdmus in w hldl we are wrlcntlv m\ olved i inc lude aﬂ—rnvesﬁgaﬁeﬁ—by—t-he-those proceedlngs

Report on Form 1() K Addltlonally,
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businesses—Therefore;-eomparing-ourfinanetal-results for the reportmg perlods of 2022 to....... Addmonally, the sale dlld use of
our tests could lead to predueterprofessional-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. Litigation is subject to significant uncertainty and may be expensive, time- consuming, and disruptive to our operations.
Although we will vigorously defend 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. 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. Additionalinformation
fegafd-mg—eeftam—}ega-l—ma&efs—m—We must nav1gate complex healthcare regulatlons, Wthh control how We conduct our

structure and ﬁnanceq of the health insurance %yqtem and the methodology for relmburqlng medlcal 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. 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 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. Congress could modify or repeal PAMA in the future or CMS
could modify regulations under PAMA, and 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 test for most patients between the ages of 45 and 75 without patient cost-
%harlng, some health insurers have dlsagreed and determined not to cover our Cologuard test and others may take that position
in the future. Further, 4 3 ; states may decide to modify their laws,
which may 1nclude repeal of those coverage mandate% that we beheve Currently apply to our Cologuard test. Qur commercial

success depends in large part, on publie-orgovernment—controlled-orregulated
e-the availability tuﬂque—ehafaeteneﬁes-of ﬁt&@ﬂeet-ype

avai-}abrhty-ef—adeqttate—fetmbﬂfseﬂieﬁt—for our current te%ti 1nclud1ng our flagshm Cologuard and Oncotype tests and our

products in development, from government insurance plans, managed care organizations and private-commercial insurance
plans. Although we received a positive coverage decision and what we believe is an adequate reimbursement rate from CMS for
our Cologuard test, 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 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 Baited-States-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 operatms_ costs, such as ldbor and supply costs that are subjeet to

inflation —As-neted-abeve-, and government and
based—eﬂ—eﬁﬁfe-ltﬂﬂe—wetg-hted—medmn—commercml payers may cause us to accept lower prlces fetmbt\rsemeﬁt—rateﬂ%ny

eeﬁd-rt—teﬂ—aﬂd—restrl-ts—ef—eper&t-teﬁs— Even wheIe a third- pmty payer agrees to cover one of our tests, other factms 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 prescrlptlons thdt are w r1tten Also, some pdyers mdy mandate feqﬂ-rre—t-ha-t
t-hey—g-we—prlol authonzamonfef or 4 betfe W g y—fo

comply with given our position as a ldbomtory that ﬂenerally does not have direct access to patient med1cal 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. Under Medicare billing
rules, payment for...... to expand internationally will be compromised. 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. Inmany-eeountries-Obtaining reimbursement from public

payers outside of the U. S. generally involves complex requirements that we may various-eoverage, prieing-ad
fetm-bufsement—apprevals-are—reqtufed—feeeﬂﬁests—te—be a—v&rlab-le—unable to satlsfy pat-ten-ts—m—srgmﬂeaﬂt—velﬂme—\‘vle-expeet-

U—S—and—ew‘—efferts—ma—y—net—be—stleeessftﬂ— Even if pubhe or prwdte relmbulsement is obtdmed it may be dlscontlnued

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 satistying. 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 w1th a distributor is termmdted or expnes ifa dlStl‘lbutOI fails to pdy us or if other events pre\ ent pdyment We may

taws— law a-nd—that fegu-la-t-teﬂs—regulates fegar&mg—t-he—qaef&t-teﬁ—e-ﬁchmcal ldbomtorles that perform testlng on specimens
derived from humans for the purpose of providing information for the diagnosis, prevention or treatment of disease .

Federal-CLIA requirementsregulations establish specific standards with respect to personnel qualifications, facility
administration, proficiency testing, quality control, quality assurance and taws-ofeertain-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 Y ork, impese-eertifteation-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
requlred to maintain standards related to those states’ llcensure requ1rements fer—el-mtea-l—to conduct testing in our

y and-qrality-ee : : Fallure-Seﬂ&e-state—l-aws

y G A G e-to comply with apphcable cllnlcal laboratory
licensure requirements —may result in a range of enforcement Sanettonis—- actions avatable-tnder, including suspension,
llmltatlon or revocatlon of our C LIA melu&e—pfeln-bt&ﬁg—certlﬁcatlon and / or state licenses, imposition of a directed

§ a-tabora oA plan of action , and-impesing-on- site

monltorlng, ClVll monetary pendlnes , criminal sanctlons, 1nab111ty —Hwe-or-ourthird-party partners-faik-to meetany
applieablerequirements-of 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 taw-laws -that-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 adversely—- adverse affeet-effect on anypayereonsideration-ofoureurrent-or
our business future-teehnotogies-, financial condition pfeveﬁt—t-hena&ppfeva-l-eﬂﬁfely,—and %—results of operatlons. Even if we

were able to bring er-our laboratory back into compliance, we could

produets-and-serviees-and-otherwise-eatse-us-te-incur significant e*peﬁse—expenses and potentlally lose revenue in domg SO .
As-aeondition-We may also be subject to laboratory regulations in foreign jurisdictions as we seek to expand

international utilization of the FBA-approvat-ef-our Cologuard-test-tests or as such jurisdictions adopt new licensure

requirements . we-were-which may regquired- require review of our tests in order to eenduet-a-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 llmlted to, quality system regulatlons, unless they are exempt facility reglstratlon, product llstlng, labellng

mﬂneﬁeﬂs—&ﬂd—eﬂm-rﬂal-preseetrt-teﬂ— If we do not meet dpphcable reéuldtory or quahty stdndmds 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
prox ide the Cologuard test, which in turn Would adv ersely affect our financial condmon Bela-ys—m—ebt&rmﬂg—regbﬂatefy

fests—ﬂ&&t—arefegtﬂated-bythe—F-BWnedteal-deims—Unless othenylse exempted or subJect to enforcement dlscretlon

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 test is 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 . 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 will likely be costly, time- consuming, and uncertain. The Hewever;we-beheve-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 notjustrequired-fornew
medieal-deviees-we-develop;butwould-also be-required for certain enhancements we may seekte-make to our Cologuard test 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. The FDA £’ s
approval pathway te-appreve-er-elearehangesto-tests-can be time- consuming and costly and there can be no assurance that
the F DA rely-will ultlmately approve any premarket approval submitted by us in a timely manner or at all.In addition .

W satively b bitity-of-the FDA s ability to review and clear or approve new products or
changes to ex1st1n0 products can be dffected by a Vdnety of factors,including government budget and funding
levels,statutory,regulatory,and policy changes,the FDA’ s ability to hire and retain key personnel and accept the payment of user
fees, federal-government-shutdowns;-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. Ha-In addition, prolonged government
shutdewsr-shutdowns eeeurs;-or #-global health concerns may eentinre-te-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) sit-eotld-signifteantlytmpaet-.Any such delay in the ability of the FDA or other regulatory
authorities to timely review and process our regulatory submissions swhieh-eeutd-have-could ultimatelyrejeethave a material
adverse effect on our business propesed-ehanges-. 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 H-the-FDA may sere-te-change its position with respect to its
regulation of the laboratory developed tests we offer or may seek to offer in the future, we-eetdd-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 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 valldated by a laboratory for 1ts own use. The FDA hlstorlcally has taken




that it has the authorlty to regulate such tests as medlcal dev1ces under the FDC Act but has for the most part exercned
enforcement discretion with aboratortes; dnd has not requlred clearance, de
novo classification, subj eFfHn v

- or approval of

di&g-ﬁesﬁe—krts—&ﬂd-alse—beheve—th&t—they—are—LDTs prlor t-h&t—&re—subjeet—to marketlng fegu-la-t—teﬂ—uﬂder@l:hﬁ—&ﬂd-apphe&b-le

Asseeta-&eﬁ—aﬂd-eﬂ%er—state—regteﬂal—er—leeal—laws- At various times since 2006, the FDA has 1ssued documents outlining its

intent to require varying levels of FDA oversight of many LDTs, including our tests. In October 2023, the FDA announced a
proposed rule seeking to regulate LDTs as medical devices under the FDCA. The comment period for the FDA’ s
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 policy. It is therefore unclear whether-the-at this time what
form that final regulatlon may take, or if FDA will ﬁnahze the pfeeeed—wrth—rulemakmg—te—regtﬂate-regulatlon at all J:B-"Ps

tstatt s iH-be+ HH et tis pessrb-le—also unclear t-h&t—what
-leg-rsl&txeﬁ—wrl-l-addltlonal obhgatlons mlght be eﬂaeted-placed on us as we continue to offer LDTs in light of FDA' s
renewed interest in greater oversight into taw-this class of tests and the potential or-for guidanee-eould-be-issued-legislative
changes. Action by the FDA whieh-mayresult-ininereasedregulatory-burdensfor-—- or us-Congress to eontitttie-to-offer-phase

out the FDA’ s current policy of enforcement discretion over LDTs may materially impact our development and

commercialization of LDTs, 1nclud1ng our Oncotype tests eﬁe—&evelep—&ﬂd—mtreduee—new—lzl}l:s— If ple market review is

required for our current LDTs, o4 0 e
elearanee-orapproval-is-obtained;-and-the FDA Could quune that we stop sellnm our tests pendmo p1e mdlket cledrance or
approval and —H-our business could be negatively impacted in Oneoty
the U. S. until such review is completed and clearance 4 t

-mvest—rg&txeﬂa-l—by—t-he—F-DA—m approval is obtalned if-ab

things, successtully completmg additional clinical stud]es and submlmng a pre- market Cledmnce notice or hlmé 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. Ongeing-eomplanee-with-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 , regulations-with-respeetto-otr— or 1f labehng clalms eurreﬂt—l:BTs—weu-ld-rnerease—the FDA allows eest—e-f

een&uetmg—eu%bttstness,—&nd—subjeet—us to spee

adverse elfect on our busmess We are subject to leculatlon in the Ynited-States-U. S. by both the fedeml government and the
states in which we conduct our business, as well as in other jurisdictions outside of the United-States-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 and-, 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, including
the Telephone Consumer Protection Act (“ TCPA ”) and the Controlling the Assault of Non- Solicited Pornography and
Marketing Act (“ CAN- SPAM 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 are-eurrently-responding-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 , Ine.’
(« Genomlc Health ”) comphdnce with the Medlcale Laboratory Dﬂte of Semce bllhng regulatlons prlor to our acqulsltlon

chkback Statute and False Clalms Act for offerlng glft cards to patlents 1n 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 pald in October 2023 Any such actlons or htlgatlon in the future could result in Adverse

S5

adV ersely dﬂect our busmess fln'lncml condltlon and results of operatlons Our busmess is subject We—hav&adepted—pe-hetes
aﬁd-preeedures—destgﬂed—to varlous eeﬂap-lry—complex W%t-h—t-hese—laws —In-the-erdinary-eourse-of our-business;-we-eonduet

eease—eureperaﬁeﬂs—Aﬂ-y—of cllnlcal dlagnostlc products

services eur-finanetalrestts-. As a provider of clinical diagnostic products and services, we dnd our pcutnels 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 Finekading
eur-Germantaberatory-partier-, 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 certam Jurlidlctlonq which could materlally dmupt our business. -Bue—te—b&mg—eeﬁap{ex&tes—rrﬁ-he—dﬂigﬂosﬁe—&ﬂé

eeu-}d—have-aﬁ—ad*fefse-effeet—o&otﬁeveﬁuﬁBllhng for dlagnomc and laboratory services is a complex process. Laberatertes
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 patlent% with certain healthcale plan@ Trthepastfatlaresto-submit-elaims-to-insurerstimely

dlqsathfactlon complaints or 121W§111t§ 1nclud1ng to the extent our tests are not tully 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 de-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. -Sofnet-rmes—For example Under-these-eireumstanees-, where-pursuant to
certain CMS rules ( the “ Medicare Laboratory date-Date of serviee-Service billing regulation ”),subject to certain
exceptlons 1ssued by CMS,We cannot blll Medlcare dlrectly for some tests provnded for Medlcare beneficiaries in some

; eeted-and instead must sueh
o-bill h0§p1t81§ for 9uch tests. In these circumstances We-refer-to
t-lﬂs—fu-}e— only : : as-the hospital may bill Medicare for
such tests Dafe—ef—Seﬁ&ee—bﬂ-l-r&g—fegu-}&&eﬁ— These bllhng rules may lead to confuilon 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 rate-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 Our-inability-to-sueeessfully-, 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. Fhe-aneertainty-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
reeetvinigpayment-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 tests— test and-eomplextaberatory-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 proeesses-eould-negatively-affeet-our business-and-ouroperatingresults-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
h0§p1t211§ healthcare provrder% laboratories and other potentlal purcha%eri or preqcrlbers of medical deVlce% and laboratory

; v aektay imposes crrmrnal penaltreq for knowmg or
erlful payment or offer or iohcrtatron 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. However-Although it appears that EKRA was intended to reach patient brokering and similar
arrangements to induce patronage of substance use recovery and treatment , unttke-the language in Medieare-Medieatd
anti—kiekbaektaw,-EKRA is notlimited-broadly written and can apply to laboratory services covered by-federalunder
public or state-healtheare-programs-private payer arrangements. EKRA permits the DOJ to issue regulations clarifying

EKRA’ s exceptrons or addlng addltlonal exceptlons, but it has not done SO app{-tes—mefe—bfead-}y—te-sefv-tees—eevefed—byﬁ

result fe}at-we}y—new—}a-w— there is no agency gurdance and

limited court precedent to 1nd1cate how , and t0 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 feretgntaws-prohibiting—=
Idekbaeks>-aswelas-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 8=5—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 1nﬂuence an award or continuation of business or to galn an unfair advantage Whether or not such Conduct violates
local laws - i
marntarrra—s—ys’fem—e-ﬁmfeﬁ&al—aeeetmtmg—eeﬁf&}s— We are also requlred to marntaln accurate 1nf0rmat10n and control over iale%
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 violation of these laws, or
allegations of such violations, by us or any of our commerecial 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 Cemplianee-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 faws-and security regulations may-iterease-, but there can be no assurance that
OCR ot or eests—other regulators will agree . The HIPAA privacy —regulatlons and \euum and-breachnotifieation

and-breaech 10 mmpl\ W uh these standards We also remaln
subject to federal-prive i i i i yig-state privacy - related s-seeurtty-and
bfeaeh—net-rﬁea-twteﬂ—ld\\ S aﬂd—regu-l&t-reﬂs— Wh-teh—may—be-such as the CCPA that are more stringentrestrictive than federat

: her—- the eountriesrelatingto-eitizens-of those-eountries;
privacy regulations restriet-our-abiity-to-use-issued under

HIPAA These laws Vary and could 1mpose addltlonal penaltles We utlllze ot-our diselese—pallenl adherence program

ird-parties+ i i 6 6 i7ed ot or potentlal users of er-our
e&rﬂ%&d—p&rﬁes—eempt&efneﬁverks—products and services for various busmess 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 supervrsory authorltles in certain clrcumstances and significant fines
ot-for non- compliance pena : 3 pe ns-. Adthough-The GDPR also
requires companies processing personal data of 1nd1v1duals residing in lhe H-l-PA—A—statute—European Union to comply
with EU privacy and regilations-data protection rules, even if we do not have expressly-provide-fora privaterightof
damages;-we-physical presence in the European Union. Noncompliance could alse-inetr-damages-understate-result in the

imposition of fines, penaltles, or orders to stop noncomphant activities. These laws and regulatlons, in addltlon to s1mllar

ven e R H1HSe h e 3 %nel-ud-mg—lmpose strlngent cybersecurlty standards
and potentially s1gn1ﬁcant non- nefieomphanee—-- compliance penaltles, 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 regulatory-standards-andrequirements-. 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



Yntted-States-U. S. and similar foreign fravdutentmiseendaet-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, 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 have-adopted-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 , such as contract research organizations, medical institutions and clinical
investigators to conduct studies of our technologies that may be inetuding the-pest—approvalstadiesrequired by the FDA for
- or other U. S. our- or Cologuard-test-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 that-we-do-noteentrel
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,
%uipended or terminated, the study data may be 1nvalldated and we may not be able to obtain a required regulatory approval.

We—afe—subjeet—te—tax in multiple U. S. tax Jurlidlctlonq and in fOIelgn tax Jurlidlctlonq as we continue to expand 1nternat10nally
Fhe-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

hnanolal poqmon operatlng reqults and Caqh ﬂows could be adversely affected. etu“busmess—ts—Stﬂajeet—te-eefﬂp-le*aﬂd-eve{rﬂﬂg

eommeretalized-produet-our Cologuard test, w




seelﬁe—p&ﬁner—wrﬂa—e&xers—te—asstst—us—wfh—&ny—efour Preclslon Oncology al-l—e-ﬁt-hese—ftmeﬁens—Fer—examp}e—we—fe}yheﬁ—a

ottﬁ@ﬂeeﬁ‘pe—tests and any other screening or dragnostrc product or service we offer or develop erl 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, our Oneetype-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;  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 market opportunity for our products or services may not prove true. For example, we estimate the potential market
opportunity for our Cologuard test assuming, among other things, the size of the screening population, the adoption rate in the
screening population and a three- year screening interval. Although ACS guidelines and others recommend a three- 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 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 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 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 or future tests we develop could be materrally and adversely affected. If for any of these reasons the ACA
Mandate ceases S v s et-to require
coverage of our Cologuard test —rf—t-he—AGA—Maﬂdate—ts—or future tests we may develop or we are otherwise interpreted-na
ﬂ&am&eie&nfa’v‘efab}e—te—us—er—rf—we—afe—unable to -rnﬂuenee—eﬂecure effective enforcement of such the-ACA-Mandate-mandate
g e ; , our business prospects may be adversely affected. The healthcare
1ndustry in the U-nrted—St&tes—U S 'has experlenced 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 fails to maintain its current position within any updated USPSTF
colorectal cancer screening recommendations, our Cologuard test may, as a result, become excluded from the HEDIS measures

and the Star Ratings. We expect are-seeking-to incur significant expenses on development efforts inerease-our-Colognard
test—s—speetﬁerty—by—subs&tuﬁng—new—btem&rkers—&nd—to 1mprove our current products and develop a pipeline for future

productq and services, but such
y W ; : ¢ ,—bttt—t-hey—may not be %ucce%sful

Developlng new or 1rnproved cancer tests is a ipeculatrve and r1sky endeavor Candldate 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 may publicly disclose then- available data
from clinical studies before the studies are complete, and the results and related findings and conclusions may be subject to
change following the final analysis of the data related to the particular study or trial. As a result, such data should be viewed
with caution until the final data are available. Additionally, such data from clinical studies 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. Significant adverse differences between initial or interim data and final data could significantly harm our
reputation and business prospects. Any cancer screening or diagnestic 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
F DA and other regulatory clearances or approvals before we can market it —"Phe—F-DA—s—eleafaﬂe&e%a-ppfeval—p&tlﬁva—ys—afe

y v W rek-e . There can be no
guarantee that the F DA 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. As of December 31, 2022
2023 , 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 te-grew-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. 6 AT-SamT ; an 7




development and commercralrzatlon of our products and services rely, d1rectly or indirectly, upon strateglc collaboratrons 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 ongomg product development and research and development assistance. In addrtron we have llcensmg agreements Wrth

ﬁt-hefs—~ other partners that —Sﬂeh—afraﬁgements—provrde us Wrth 1ntellectual property and other busrness rrghts erucral to our
product development and commercialization. We have incorporated licensed technology into our Cologuard test and expect to
continue relying on, and tneerporate-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 ab111ty to achieve sustalned proﬁtabrhty In addition, We-expeet
ptinte- e-establishing new strategic
collaboratrons and hcensmg arrangements is d1fﬁcult and time- consumlng Dlscussrons 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 test 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 unaceeptable terms, if at all. These claims may also result in injunctions against the
further development and commercial sale of services or products containing our technolog1es Wthh would have a material
adverse effect on our busmess financial condrtron and results of operations - : et g5

subjeetto-stehraproeeeding- We rely on patent protectron 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 began 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 eppesitiern-pre- or post- grant proceedings relating-to-challenges at the USPTO
otr—- or international patents— 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 thnd party challenge to our pdtents could result i in co- ownershlp of such patents with the third party or the

faeﬂhfafe—&ﬂrd—pafﬁ’—ehaﬁeﬂgesﬁeﬂfeﬂsfmg—patent% Even Where we ha\ e valld patent% third pdmes may be dble 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, ml;aht result in dam"lges 1nclud1ng s the
inability to continue using certain trademarks = : a
negative-impaetomrour-bustness-. From time to time, the U.S. Supleme C0u1t other federal courts the U S. Congess 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. We-As a
public company, we arc subject to the Sarbanes- Oxley Act of 2002 and the related rules and regulations promulgated by
the SEC, which fequtred-= requlre us, among other thmgs, to assess—ewemamtaln effectlve dlsclosure controls and

: b are 1 - effective e-ﬁetuedlsclosure controls and procedures and
internal contlol over hnanelal reporting —Fhe-reportineludes;-among-other-things:-is necessary for us to produce reliable
financial statements an-and assessment-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 the-end-ef December 31,
2023, 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 eur— or if we are unable fiseal-year-inelading-a-statement-as-to
yrhether-assert that our internal control over financial reporting is effective —Fhis-assessment-mustinelude-diselosure-of-when
required in the future, or if our independent registered public accounting firm is unable to express any— an materiat
Wea-kﬁesses—rn-opmlon as to the effectlveness of our 1nternal control over financial reporting tdentified-by-management—While
W v ot-ov y ve-, investors t-he—effeeﬁveﬁess-ef—euﬂr&efﬂa-l—eeﬂ&e-}s

cOntro d t are—t i v lose -rnvesfe%conhdence in the accuracy and
completeness of our fmancml reports —W%ieh—eetﬂd—hﬁve—&n—and the market advefse—ef-feet—eﬂ—eufsfeeleprlce —As—a—festﬂ-t—ef—euf




-Beeeﬂabei%-l— %GQ—Z—Gﬂfsteelepﬂee-ts—l-ﬂee}yh llke te—the securltles of ma

ny other compames in the llfe sciences mdustry,
has been highly volatile and could continue to be volatile and subject to significant price and volume fluctuations in response

to various market-and-other-factors, many of which are beyond our control Such factors
this “ Item 1A. Risk Factors 7 section as well as and-other-tnknownfactors—Among CFOHHO AetoFs—oH

also-may-be-affeeted-by— * comments by securities analyxls ugardm(* our busmcss or prospects; ® our qualluly operating
performance; * our issuance of common stock or other securities; * our inability to accurately forecast future performance; * our

'l'ﬂe'l'&dﬂ‘l'g- nclude those listed in




inability to meet analysts” expectations; * announcements by us ot or enterifng-iftto-mergeraequisition;or-our other-simiar
competitors, including strategic actions, management changes, and material transactions; and * general financial,
domestic, international, economic, and market conditions, including overall fluctuations in the steek-U. S. equity and
credit fnafket—markets Whlch may be unrelated or -rn—dlsproportlonate to the steelepﬂees—operatlng performance of
particular companies 41 d ; d &

fhe—hfe—seteﬂeeshefhea}theafe—ehagﬂesﬁes—mdﬁstﬂes— In eeﬁsequeﬁt-}y—the eufreﬂt—past compames whose securltles 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 pr1ce of our common 9tock may—net—be—md&eaﬁve—ef—ftttufeﬁrarket-pﬂees— could a-nd

y xpo%e us to claims and htlgatlon

allegmg Vlolatlons of the securme% e{ass-aeﬁeﬂ—hﬁgat-teﬁ—laws or other related clalms Such litigation could result in
substantial expenses and diversion of management’ s attention and corporate resources, which would %erlouqu harm our
business, financial condltlon and results of operations —We-ha ate-ea rels-an '

ﬁ-f—d-treetefs— Our balance %heet includes goodwﬂl and mtanglble assets that repreqent 69—66 % of our total assets at December
31,2022-2023 , which are —TFhese-assets-eensist-primarily ef—geed-er—aﬁd—tdeﬁtrﬁed—mtaﬂgﬂ-b}e—assets—a@soc1ated with our
acquisitions. On at least an annual basis, we assess whether there 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 %1gmflcant portlon of goodwﬂl or mtanglble assets could have a
materlal negative effect on our results of operatlonq W 7 vhig v ash-an ; ;

eploy-our-eashand-msa ith i d 0 t - We have a qlgnlﬁcant amount of
mdebtedne%i A% of December 31, %922—2023 we had total mdebtednei% of $ 2 26-39 billion, including $ 2. 24-34 billion in
aggregate principal and interest due under our -1—9%—9—3—75—%—&1&61—9—3—75%00nvert1b1e senior notes dae-2025;202%-and
2028-and $ 50. 0 million in borrowings under our Securitization Facility. We also had $ 24 . 9-4 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 and-, any of which sael-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,
warranties, affirmative covenants and negative covenants, events of default as well as termination events which would permit
the lenders to terminate upon the occurrence of certain specified events, including, among others, failure to pay amounts when
due, certain defaults on other material indebtedness, certain judgments, a change of control and 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 (i) acceleration of the debt outstanding under the agreement and 4a-(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.




