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Investing in our common stock involves a high degree of risk. You should consider carefully the risks and uncertainties
described below, together with all of the other information included in this Annual Report enFerm16-K-, including our
financial statements and related notes and" Management’ s Discussion and Analysis of Financial Condition and Results of
Operations," before making an investment decision to purchase or sell shares of our common stock. If any of the following risks
are realized, our business, financial condition, results of operations and prospects could be materially and adversely affected. In
that event, the trading price of our common stock could decline, and you could lose part or all of your investment. The risks
described below are not the only ones that we may face, and additional risks or uncertainties not known to us or that we
currently deem immaterial may also impair our business and future prospects. Summary Risk Factors The risk factors described
below are a summary of the principal risk factors associated with an investment in us. These are not the only risks we face. You
should carefully consider these risk factors, together with the risk factors set forth in this Item 1A: « Our operating results may
fluctuate significantly, which makes our future operating results difficult to predict and could cause our operating
results to fall below expectations or any guidance we may provide. We have a history of losses ;we-expeet-to-ineurnettosses
trthe-future-and we may not be able to generate sufficient revenue to achieve and maintain profitability . Our estimates
regarding profitability and the time in which we may achieve profitability may ultimately be incorrect ; < If third- party
payors do not provide coverage and adequate reimbursement for our testing products, or they breach, rescind or modify their
contracts or reimbursement policies or delay payments for our testing products, or if we or our partners are unable to
successfully negotiate payor contracts, our commercial success could be materially compromised; ¢ In the near- term, we expect
that our financial results will depend primarily on sales of our testing products, and we will need to generate sufficient revenue
from these testing products to grow our business; * We may be unable to manage our growth effectively, which could make it
difficult to execute our business strategy; « Our commercial success depends on attaining and maintaining significant market
acceptance of our testing products among rheumatologists, patients, third- party payors and others in the medical community; ¢
We rely on sole suppliers for some of the reagents, equipment and other materials used in our testing products, and a sole third-
party fulfillment center used to supply healthcare providers with our testing products, and we may not be able to fund
replacements or transition to alternative suppliers or fulfillment centers ; * If we are unable to support demand for our current
testing products or any of our future testing products or solutions, our business could suffer; ¢ If we are unable to compete
successfully, we may be unable to increase or sustain our revenue or achieve profitability; * Developing new testing products
involves a lengthy and complex process, and we may not be able to commercialize on a timely basis, or at all, other testing
products we are developing; ¢ If our sole clinical laboratory facility becomes damaged or inoperable, we are required to vacate
our existing facility or we are unable to expand our existing facility as needed, we will be unable to perform our testing services
and our business will be harmed; « We may require substantial additional capital to finance our planned operations, which may
not be available to us on acceptable terms or at all. Our failure to obtain additional financing when needed on acceptable terms,
or at all, could force us to delay, limit, reduce or eliminate our product development programs, commercialization efforts or
other operations; « We conduct business in a heavily regulated industry. Complying with the numerous statutes and regulations
pertaining to our business is expensive and time- consuming, and any failure by us, our consultants or commercial partners to
comply could result in substantial penalties; « We have previously and may again in the future be required to modify our
business practices, pay fines, incur significant expenses or experience losses due to litigation or governmental investigations; *
The FDA may disagree with our assessment that our AVISE ® test products and any other tests we may develop are LDTs
eligible for enforcement discretion and determine that such test products are fully medieal-devieessubject to active
compliance enforcement under the FDCA and FDA regulations; * If we are unable to maintain intellectual property
protection, our competitive position could be harmed; and ¢ If we fail to comply with our obligations in the agreements under
which we license intellectual property rights from third parties or otherwise experience disruptions to our business relationships
with our licensors, we could lose license rights that are important to our business. Risks Related to Our Business and Strategy
We have a history of losses, we expect to incur net losses in the future and we may not be able to generate sufficient revenue to
achieve and maintain profitability. We have incurred net losses since our inception. For the years ended December 31, 2024 and
2023 and2022-, we incurred net losses of $ 15. 1 million and $ 23. 7 mithemand-$47—-4-million, respectively, and we expect to
incur additional losses in 2624-2025 and in future years-periods . As of December 31, 2623-2024 , we had an accumulated
deficit of $ 299294 . 2-3 million . We also expect to continue to devote substantial resources to increase adoption of, and
reimbursement for, our testing products and to develop future testing products . Over the next several years, we expect to
continue to devote substantially all of our resources to increase adoption of, and reimbursement for, our testing products and to
develop future testing products. We may not be able to generate sufficient revenue to achieve and maintain profitability. Our
failure to achieve and maintain profitability in the future could cause the market price of our common stock to decline and
materially and adversely affect our prospects and business. If third- party payors do not provide coverage and adequate
reimbursement for our testing products, or they breach, rescind or modify their contracts or reimbursement policies or delay
payments for our testing products, or if we or our partners are unable to successfully negotiate payor contracts, our commercial
success could be materially compromised. Successful commercialization , or continued commercialization, of our testing
products depends, in large part, on the availability of coverage and adequate reimbursement from third- party payors, including
government payors, such as Medicare and Medicaid and commercial payors. For the testing products that we develop and



commercialize, each third- party payor decides whether to cover the product, the amount it will reimburse for a covered product
and the specific conditions for reimbursement. Reimbursement by third- party payors may depend on a number of factors,
including the payor’ s determination that tests using our technologies are: * not experimental or investigational; « medically
necessary; ¢ demonstrated to lead to improved patient outcomes; ¢ appropriate for the specific patient; ¢ cost- saving or cost-
effective; * supported by peer- reviewed medical journals; and ¢ included in clinical guidelines. If we are unable to provide
third- party payors with sufficient evidence of the clinical utility and validity of our test-tests , they may not provide coverage,
or may provide limited coverage, which switt-may materially and adversely affect our revenue and our ability to succeed. In
addition, clinicians may be less likely to order a test unless third- party payors pay a substantial portion of the test price.
Therefore, coverage determinations and reimbursement levels and conditions are critical to commercial success, and if we are
not able to secure positive coverage determinations and reimbursement levels, our business wi-may be materially adversely
affected. Third- party payors and other entities also conduct technology assessments of new medical tests and devices and
provide and / or sell the results of their assessments to other parties. These assessments may be and have been used by third-
party payors and healthcare providers as grounds to deny coverage for or refuse to use a test or procedure, including our tests. In
addition, third- party payors have increased their efforts to control the cost, utilization and delivery of healthcare services. These
measures have resulted in reduced payment rates and decreased utilization for the diagnostics industry. Effective April 25, 2012,
Palmetto GBA, the Medicare MolDx Program, assigned the AVISE ® MTX assay a unique identifier and determined that the
test meets the applicable Medicare coverage criteria to support dose optimization and therapeutic decision making for patients
diagnosed with RA on methotrexate. Our current Medicare Administrative Contractor, Noridian, has adopted this coverage
policy. In addition, and effective April 1, 2022, CMS agreed to recognize a new PLA code for our protein- based test, AVISE ®
Lupus. Noridian priced this PLA code at $ 1, 085 per test. To determine pricing beyond 2022, CMS recommended crosswalking
AVISE ® Lupus (0312U) to Vectra (81490) at a rate of $ 840. 65 per test. This pricing was finalized on the 2023 CLFS and is
effective from January 1, 2023 through December 31, 2025. A pricing determination is not synonymous with a coverage
determination. Having a price associated with the PLA code for any particular test does not secure coverage or reimbursement
for that PLA code from Medicare or any other third- party payor. So, in an effort to improve transparency regarding Medicare
support of AVISE ® Lupus, we submitted a formal request to Noridian for coverage of our AVISE ® Lupus test under the new
PLA Code. On September 27, 2022, we received notice that Noridian has deemed our application for an LCD to be valid , but
our application is still pending . Ultimately receiving a favorable LCD is uncertain and may be time- consuming, resource
intensive and require multiple quarterly or annual periods to complete. We have faced and may again face or continue to face
challenges relating to commercial payor claim processing and revenue with our tests. Other third- party payors make their own
decisions as to whether to establish a policy to reimburse our testing products. Because approvals must be sought on a payor-
by- payor basis, establishing broad coverage is a time- consuming and costly process. There are many third- party payors who
have not yet established a coverage policy applicable to our testing products. In addition, several commercial payors issued non-
coverage policies with respect to AVISE ® Lupus, determining that AVISE ® Lupus does not meet the medical criteria for
coverage and is considered investigational and / or experimental. While our testing products are reimbursed by a number of
third- party payors, we do not currently have contracts with significant private payors. We have in the past, and will likely in the
future, experience delays and temporary interruptions in the receipt of payments from third- party payors due to changes in their
internal processes, documentation requirements and other issues, which could cause our revenue to fluctuate from period to
period. If we are not successful in reversing existing non- coverage policies, or if other third- party payors issue negative
coverage policies, these policies could have a material adverse effect on our business and operations. Even if many third- party
payors currently reimburse for our testing products, such payors have in the past and may again withdraw coverage at any time,
review and adjust the rate of reimbursement, require co- payments from patients or stop paying for our testing products
altogether, any of which could materially reduce our revenue. Our operating results may fluctuate significantly,which makes
our future operating results difficult to predict and could cause our operating results to fall below expectations or any
guidance we may provide.Our quarterly and annual operating results may fluctuate significantly,which makes it difficult
for us to predict our future operating results.These fluctuations may occur due to a variety of factors,many of which are
outside of our control,including,but not llmlted to: - our ablhty to successfully market and sell tnefease—t-he—&vefage—sel-hng
pfme—feﬁur AVISE ® testlng products :

arre-RA-Stb Brofatkers: v Btota ard-RA-Stb—Pro Btota : bt
by—t-h-ifd-—pa—rﬁ'—payefs—r the extent to which our current testing and future testing products,if any,are eligible for coverage and
reimbursement from third- party payors;e the timing and cost of,and level of investment in,research,development,regulatory
approval and commercialization activities relating to our testing products,which may change from time to time ,and our ability
to successfully commercialize new testing products; ° the cost of supplies,equipment and materials used for our testing
products and laboratory operations,which may vary depending on the quantity of production and the terms of our agreements
with third- party suppliers and manufacturers;e expenditures that we may incur to acquire,develop or commercialize additional
testing products and technologies;* the level of demand for our testing products,which may vary significantly;e the
receipt,timing and mix of revenue for our testing products;e future accounting pronouncements or changes in our accounting
policies;e our ability to collect timely reimbursement for our tests;* the rate and extent to which payors make an overpayment
determination and require us to return all or some portion of payments which we received in a prior period;and ¢ the timing and
success or failure of competing products,or any other change in the competitive landscape of our industry,including
consolidation among our competitors or partners.The cumulative effects of these factors could result in large ﬂuctuatlons and
unpredictability in our quarterly and annual operating results
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part,to our efforts regarding revenue cycle management.As a result,comparing our operating results on a period- to- period basis
may not be meaningful. Investors should not rely on our past results as an indication of our future performance.This variability
and unpredictability could also result in our failing to meet the expectations of industry or financial analysts or investors for any
period.If our revenue ;Adjasted-EBITDAprofitability-estimates-or operating results fall below the expectations of analysts or
investors or below any forecasts we may provide to the market, this-it could have a material adverse effect on our

business, financial condition and results of operations . and-+ereause-In the near- term, we expect that our financial results will
depend primarily on sales of our testing products, and we will need to generate sufficient revenue from these testing products to
grow our business. A significant majority of our historical revenue has been derived from the sale of our AVISE ® CTD testing
product, which we commercially launched in 2012. In the near term, we expect to continue to derive a majority of our revenue
from sales of AVISE ® CTD. We are in various stages of commercialization and research and development with respect to
other testing products that we may offer, but there can be no assurance that we will be able to successfully develop or
commercialize these testing products. The demand for our testing products may decrease or may not continue to increase at
historical rates for a number of reasons. In addition, at any point in time we may decide to no longer commercialize any of our
testing products for any number of reasons. While we have experienced revenue growth from the sale of our testing products,
we may not be able to sustain this growth or maintain existing revenue levels. Further, we cannot ensure the continued
availability of our testing products in commercial quantities at acceptable costs. If we are unable to increase sales of our testing
products, expand reimbursement for our testing products, or successfully develop and commercialize additional testing products,
our revenue and our ability to achieve and sustain profitability would be impaired, and the market price of our common stock
could decline. Business disruptions could seriously harm our future revenue and financial condition and increase our costs and
expenses. Our operations could be subject to earthquakes, power shortages, telecommunications failures, water shortages,
floods, hurricanes, typhoons, fires, extreme weather conditions, medical epidemics, political instability, acts of war, including
the current eenflet-conflicts in Ukraine and the Middle East, and other natural or manmade disasters (which may be
exacerbated due to climate change) or business interruptions, for which we are predominantly self- insured. We rely on third-
party manufacturers to produce our testing products. Our ability to obtain clinical supplies of our testing products could be
disrupted if the operations of these suppliers were affected by a man- made or natural disaster or other business interruption. In
addition, our corporate headquarters is located in Vista, California near major earthquake faults and fire zones, and the ultimate
impact on us of being located near major earthquake faults and fire zones and being consolidated in a certain geographical area
is unknown. The occurrence of any of these business disruptions could seriously harm our operations and financial condition
and increase our costs and expenses. If we fail to maintain proper and effective internal control over financial reporting, our
ability to produce accurate and timely financial statements could be impaired, investors may lose confidence in our financial
reporting and the trading price of our common stock may decline. Pursuant to Section 404 of Sarbanes- Oxley, our management
is required to report upon the effectiveness of our internal control over financial reporting. When we tose-ourstatas-as-an—
emerging-growth-eompany-and-reach an accelerated filer threshold, our independent registered pubhc accounting firm will be
required to attest to the effectiveness of our internal control over financial reporting. The rules governing the standards that must
be met for management to assess our internal control over financial reporting are complex and require significant
documentation, testing and possible remediation. To comply with the requirements of being a reporting company under the
Exchange Act, we may need to upgrade our information technology systems; implement additional financial and management
controls, reporting systems and procedures; and / or hire additional accounting and finance staff as we grow. If we or, if
required, our auditors are unable to conclude that our internal control over financial reporting is effective, investors may lose
confidence in our ﬁnan01al reportmg and the tradlng price of our common stock may decline. Oureﬂ—Neveﬁ&ber—B%GQ—Z—

however we 2623—We-cannot assure you that there will not be materlal weaknesses or significant deficiencies in our 1nternal
control over financial reporting in the future. Any failure to maintain internal control over financial reporting could severely
inhibit our ability to accurately report our financial condition, results of operations or cash flows. If we are unable to conclude
that our internal control over financial reporting is effective, or if our independent registered public accounting firm determines
we have a material weakness or significant deficiency in our internal control over financial reporting once that firm begin its
Section 404 reviews, investors may lose confidence in the accuracy and completeness of our financial reports, the market price
of our common stock could decline, and we could be subject to sanctions or investigations by the Nasdaq Stock Market LLC ,
the SEC or other regulatory authorities. Failure to remedy any material weakness in our internal control over financial reporting,
or to implement or maintain other effective control systems required of public companies, could also restrict our future access to
the capital markets. We may be unable to manage our growth effectively, which could make it difficult to execute our business



strategy. In addition to the need to scale our testing capacity, our future growth plans may also impose significant added
responsibilities on management, including the need to identify, recruit, train and integrate additional employees and the need to
manage additional relationships with various partners, suppliers and other third parties. In addition, if we were to experience
rapid and significant growth, our administrative and operational infrastructure may be strained, requiring us to expand our
financial, development, regulatory, manufacturing, marketing and sales capabilities or contract with third parties to provide
these capabilities for us. Our ability to manage our business and growth, as well as function as a public company, will require us
to continue to improve our operational, financial and management controls, reporting systems and procedures. The time and
resources required to optimize these systems is uncertain, and failure to complete optimization in a timely and efficient manner
could adversely affect our operations. If we are unable to manage our ongoing and future growth effectively, it may be difficult
for us to execute our business strategy and our business could be harmed. Our commercial success depends upon attaining and
maintaining significant market acceptance of our testing products among rheumatologists, patients, third- party payors and
others in the medical community. Our success depends on our ability to continue to develop and market testing products that are
recognized and accepted as safe, effective, reliable and cost effective, and any testing product that we offer may not gain or
maintain market acceptance among rheumatologists, third- party payors, patients or the medical community. Market acceptance
of our testing products depends on a number of factors, including: * the perceived accuracy of our test results by rheumatologists
and patients; * the potential and perceived advantages of our testing products over alternative products; ¢ the demonstration of
the performance and clinical validity of our testing products in clinical studies, the results of which, may not replicate the
positive results from earlier studies; ¢ the introduction of new tests that compete with our testing products; ¢ the product cost in
relation to alternative products; ¢ publicity concerning our testing products or competing products and treatments; ¢ the
availability of coverage and adequate reimbursement by third- party payors, including government authorities; * relative
convenience and ease of administration; and ¢ the effectiveness of our sales and marketing efforts. In addition, if we or our
future partners have to withdraw a product from the market, it could harm our business and / or impact market acceptance of our
other testing products. Further, our AVISE ® testing products consist of various biomarkers, any of which could independently
encounter issues with manufacturing, supply or overall quality. If any of the biomarkers in our AVISE ® CTD test were to
encounter any issues, we may experience an impact in the overall success of AVISE ® CTD as a whole, including a reduction in
ASP or overall revenue, until such time as it can be remedied. Moreover, if our testing products do not achieve an adequate level
of acceptance by rheumatologists, hospitals, third- party payors or patients, we may not generate sufficient revenue from that
testing product and may not become or remain profitable. Our efforts to educate the medical community and third- party payors
regarding the benefits of our testing products may require significant resources and may never be successful. We may
experience limits on our revenue if rhenmatelogists-healthcare providers decide not to order our testing products or if we are
otherwise unable to create or maintain demand for our testing products. If we are unable to create or maintain demand for our
testing products in sufficient volume, we may not generate sufficient revenue to become profitable. To generate increased
demand, we will need to continue to educate rheumatetogists-healthcare providers about the benefits of our testing products
through publications in peer- reviewed medical journals, presentations at medical conferences and other similar means. For
example, in the fourth quarter of 2623-2024 , we were featured in five scientific presentations at the 2623-2024 ACR Annual
annual meeting Cenferenee; ACR-Convergenee2023- We will also need to generate demand for our testing products through
one- on- one education by our sales force. We also plan to focus on educating patients about the benefits of these testing
products, which we believe will be necessary to generate further demand. In addition, our inability to obtain and maintain
coverage and adequate reimbursement from third- party payors may limit adoption by rheamatetoegists-healthcare providers ,

as well as third- party payors exerting pressure on theumatetegists-and-healthcare providers to order in- network testing products
which could adversely affect our revenue. Rheumatelogists-Healthcare providers may rely on guidelines issued by industry
groups regarding the diagnosis, prognosis, treatment and monitoring of autoimmune and autoimmune- related diseases, and the
monitoring of the effectiveness of therapeutic drugs used to treat such diseases before utilizing any diagnostic test or monitoring
solution. The sizes of the markets for our testing products have not been established with precision and may be smaller than we
estimate. Our estimates of the annual total addressable markets for our current and potential future testing products are based on
a number of internal and third- party estimates. These include, without limitation, the number of patients with autoimmune and
autoimmune- related diseases and the assumed prices at which we can sell testing products and our partners can sell therapeutics
in markets that have not been established. While we believe our assumptions and the data underlying our estimates are
reasonable, these assumptions and estimates may not be correct and the conditions supporting our assumptions or estimates may
change at any time, thereby reducing the predictive accuracy of these underlying factors. As a result, our estimates of the annual
total addressable market for our current and potential future testing products may prove to be incorrect. If the actual number of
patients who would benefit from our testing products, the price at which we and our partners can sell future testing products, or
the annual total addressable market for our testing products is smaller than we have estimated, it may impair our sales growth
and have an adverse impact on our business. We may expend our limited resources to pursue a particular testing product and fail
to capitalize on other testing products that may be more profitable or for which there is a greater likelihood of success. Because
we have limited financial and managerial resources, we focus on specific testing products. As a result, we may forego or delay
pursuit of opportunities with others that could have had greater commercial potential. Our resource allocation decisions may
cause us to fail to capitalize on viable commercial products or profitable market opportunities. In addition, our spending on
current and future research and development programs for testing products may not yield any commercially viable testing
products. If we do not accurately evaluate the commercial potential or target market for a potential testing product, we may
forego other similar arrangements which would have been more advantageous for us to pursue. Our operating results may
fluctuate significantly....... financial condition and results of operations. We rely on sole suppliers for some of the reagents,
equipment and other materials used in our testing products, and a sole third- party fulfillment center used to supply healthcare



providers with our testing products, and we may not be able to find replacements or transition to alternative suppliers or
fulfillment centers. We rely on sole suppliers for critical supply of reagents, equipment and other materials that we use to
perform the tests that comprise our testing products. We also purchase components used in our specimen collection and
transportation kits from sole- source suppliers. Some of these items are unique to these suppliers and vendors. While we have
developed alternate sourcing strategies for many of these materials and vendors, we cannot be certain whether these strategies
will be effective or the alternative sources will be available when we need them. We are not a major customer of some of our
suppliers, and these suppliers may therefore give other customers’ needs higher priority than ours. If our suppliers can no longer
provide us with the materials we need to perform the tests that comprise our testing products, if the materials do not meet our
quality specifications, or if we cannot obtain acceptable substitute materials, an interruption in test processing could occur and,
in certain circumstances, we may be required to amend or cancel test results we have issued. Additionally, if we are unable to
remedy future potential quality issues with unique reagent suppliers, or otherwise find a supplier for future biomarkers with
issues, we may experience difficulties obtaining market acceptance for our products. Moreover, any issues with quality may
result in a change from time to time of the composition of our tests, including our AVISE ® CTD test, which could impact the
average selling price and revenues received from sales of such test. In addition, if we should encounter delays or difficulties in
securing the quality and quantity of equipment we require for our testing products, we may need to reconfigure our test
processes, which could result in an interruption in sales. Any such interruption may significantly affect our future revenue and
harm our customer relations and reputation. In addition, in order to mitigate these risks, we may need to maintain inventories of
these supplies at higher levels than would be the case if multiple sources of supply were available. We rely on a third - party as
our sole fulfillment center in Flerida-Georgia to supply healthcare providers with our testing products. Our sole fulfillment
center could be harmed or rendered inoperable by natural or man- made disasters, including fire, earthquake, hurricane, flooding,
pandemics or other disease outbreaks and power outages, which may render it difficult or impossible for us to supply healthcare
providers with our testing products for some period of time. The inability to supply healthcare providers with our testing
products or the backlog of tests that could develop if our sole fulfillment center is inoperable for even a short period of time,
may result in the loss of customers or harm to our reputation or business relationships, and we may be unable to regain those
customers or repair our reputation in the future. Furthermore, our sole fulfillment center could be costly and time- consuming to
repair or replace. If our sole fulfillment center is destroyed or otherwise rendered inoperable, we may have difficulty replacing
this fulfillment center and there can be no assurance we could do so in a timely manner, on terms favorable to us or at all. If we
are unable to support demand for our current testing products or any of our future testing products or solutions, our business
could suffer. If demand for our testing products or any of our future testing products or solutions grows, we will need to
continue to scale our testing capacity and processing technology, expand customer service, billing and systems processes and
enhance our internal quality assurance program. We may also need additional certified laboratory scientists and other scientific
and technical personnel to process higher volumes of our testing products. We cannot assure you that any increases in scale,
related improvements and quality assurance will be successfully implemented or that appropriate personnel will be available. We
will also need to purchase additional equipment, some of which can take several months or more to procure, setup and validate,
and increase our software and computing capacity to meet increased demand. Failure to implement necessary procedures,
transition to new processes, hire the necessary personnel, obtain any necessary additional equipment and increase software and
computing capacity could result in higher costs of processing tests or inability to meet demand. There can be no assurance that
we will be able to perform our testing on a timely basis at a level consistent with demand, or that our efforts to scale our
operations, expand our personnel, equipment, software and computing capacities, or implement process enhancements will be
successfully implemented and will not negatively affect the quality of test results. In addition, there can be no assurance that we
will have adequate space in our laboratory facility to accommodate such required expansion —We-are-alse-enrrently

our-ability-to-meet-demand-for-our-testing-produets- [f we encounter difficulty meeting market demand or quality standards, our
reputation could be harmed and our future prospects and our business could suffer. Billing for our testing products is complex,
and we must dedicate substantial time and resources to the billing process to be paid for our testing products. Billing for our
testing products is complex, time consuming and expensive. Depending on the billing arrangement and applicable law, we bill
various third- party payors, including Medicare and Medicaid, and commercial payors, as well as patients, all of which have
different billing requirements. We generally bill third- party payors for our testing products and pursue reimbursement on a
case- by- case basis where pricing contracts are not in place. We may also face increased risk in our collection efforts, including
long collection cycles and potential delays in claims processing, which could adversely affect our business, results of operations
and financial condition. Several factors contribute to the complexity of the billing process, including: * differences between the
list price for our testing products and the reimbursement rates of third- party payors; ¢ compliance with complex federal and
state regulations related to billing Medicare and Medicaid; ¢ disputes among third- party payors as to which party is responsible
for payment; « differences in coverage among third- party payors; ¢ the effect of patient deductibles, co- payments or co-
insurance; ¢ differences in information and billing requirements among third- party payors; ¢ changes to billing codes used for
our testing products; * risk of government audits related to billing; ¢ incorrect or missing billing information; and ¢ the resources
required to manage the billing and claims appeals process. We use standard industry billing codes, known as CPT codes, to bill
for our testing products. If these codes were to change, there is risk that errors could be made in the claim adjudication process.
Such errors can occur with claims submission, third- party transmission or in the processing of the claim by the payor. Claim
adjudication errors may result in a delay in payment processing or a reduction in the amount of the payment received. As we
introduce new testing products, we will need to add new codes to our billing process as well as our financial reporting systems.
Failure or delays in effecting these changes in external billing and internal systems and processes could negatively affect our



collection rates, revenue and cost of collecting. Our billing activities require us to implement compliance procedures and
oversight, train and monitor our employees, and undertake internal audits to evaluate compliance with applicable laws and
regulations as well as internal compliance policies and procedures. Payors also conduct external audits to evaluate payments,
which add further complexity to the billing process. If the payor makes an overpayment determination, there is a risk that we
may be required to return all or some portion of prior payments we have received. Additionally, providers and suppliers must
report and return overpayments received from the Medicare and Medicaid programs within 60 days of identification. Failure to
identify and return such overpayments exposes the provider or supplier to liability under the federal False Claims Act.
Additionally, from time to time, third- party payors change processes that may affect timely payment. These changes have in the
past and may again result in uneven cash flow or impact the timing of revenue recognized with these payors. With respect to
payments received from government healthcare programs, factors such as a prolonged government shutdown could cause
significant regulatory delays or could result in attempts to reduce payments made to us by federal healthcare programs. In
addition, third- party payors may refuse to ultimately make payment if their processes and requirements have not been met on a
timely basis. These billing complexities, and the related uncertainty in obtaining payment for our testing products could
negatively affect our revenue and cash flow, our ability to achieve profitability, and the consistency and comparability of our
results of operations. In 2623-2024 , Noridian posted the calendar year 2624-2025 Medicare Physician Fee Schedule (MPFS),
and CLFS, which establishes the reimbursement rates to be paid by Medicare for our jurisdiction for services performed on or
after January 1, 2024-2025 . PAMA and changes to the PES-MPFS did-and CLFS are not expected to have a significant impact
to Medicare reimbursement for AVISE ® CTD in 2624-2025 compared to levels experienced in 2623-2024 . Revenue from
Medicare comprised 25 % and 34 Yg-and-39-% of our revenue for the years ended December 31, 2024 and 2023 and-2622-,
respectively. Revenue from the sale of our AVISE ® CTD test testing-produets-comprised 91 % and 88 Y-and-84-% of our
revenue for the years ended December 31, 2024 and 2023 and-2622-, respectively. We also rely on a third- party provider to
provide revenue cycle management software systems for certain processing and collection functions. In the past, we have
experienced delays in claims processing as a result of our third- party provider making changes to its invoicing system, as well
as not submitting claims to payors within the timeframe required. If claims for our testing products are not submitted to payors
on a timely basis, or if we are required to switch to a different systems provider, it could have an adverse effect on our revenue
and our business. Our reliance on third parties requires us to share our trade secrets, which increases the possibility that a
competitor will discover them or that our trade secrets will be misappropriated or disclosed. At times, we share our proprietary
technology and confidential information, including trade secrets, with third parties that conduct studies and other services on our
behalf. We seek to protect our proprietary technology, in part, by entering into confidentiality agreements, consulting
agreements or other similar agreements with our advisors, employees and consultants prior to beginning research or disclosing
proprietary information. These agreements typically limit the rights of the third parties to use or disclose our confidential
information. Despite the contractual provisions employed when working with third parties, the need to share trade secrets and
other confidential information increases the risk that such trade secrets become known by our competitors, are intentionally or
inadvertently incorporated into the technology of others or are disclosed or used in violation of these agreements. Given that our
proprietary position is based, in part, on our know- how and trade secrets and despite our efforts to protect our trade secrets, a
competitor’ s discovery of our proprietary technology and confidential information or other unauthorized use or disclosure
would impair our competitive position and may have a material adverse effect on our business, financial condition, results of
operations and prospects. If we are unable to maintain or expand our sales and marketing force, as needed, to adequately address
our customers’ and future partners’ needs, our business may be adversely affected. We sell our testing products through our own
specialized sales force. Our testing products compete in a concentrated specialty market of autoimmune and autoimmune-
related diseases, and utilizing a specialized sales force is integral to our strategy. As such, we believe it is necessary to maintain
a sales force that includes sales representatives with specific technical backgrounds and industry expertise and expect to
continue to evaluate the reach and frequency with rheumatologists, including as we launch our pipeline products. We may be
required to expand our specialized sales force as our company grows. Training of additional sales representatives can be costly
and time consuming, particularly given the level of experience and sophistication we seek in our sales force. If we are unable to
effectively retain, train and integrate additional sales representatives, as needed, it may adversely affect our ability to effectively
market and sell our testing products. In addition, competition for highly specialized sales personnel is intense, and we may not
be able to attract and retain personnel or be able to maintain an efficient and effective sales and marketing force. Our future sales
will depend in large part on our ability to maintain an effective sales force. If we are unsuccessful in this regard, it could
negatively impact our revenue growth and potential profitability. If we are unable to compete successfully, we may be unable to
increase or sustain our revenue or achieve profitability. Our principal competition for our testing products is traditional methods
used by healthcare providers to test patients with CTD- like symptoms. Such traditional methods include testing for a broad
range of diagnostic, immunology and chemistry biomarkers, such as ANA and anti- dSDNA and serum complement biomarkers,
such as C3 and C4. We also face competition from commercial laboratories, such as ARUP Laboratories, Inc.; Laboratory
Corporation of America Holdings; the Mayo Clinic; and Quest Diagnostics Incorporated, all of which have existing
infrastructures to support the commercialization of diagnostic services. Large, multispecialty group medical clinics, health
systems and academic medical university- based clinics may provide in- house clinical laboratories offering autoimmune and
autoimmune- related disease testing services. Additionally, we compete against regional clinical laboratories providing testing in
the autmrnmune and aut01mmune related dlsease ﬁeld 1nc1ud1ng Aqtual Rheumate’:egy—B&agrms&es—]:&kmafems— Inc-

. Other potential competitors include companies that might
develop dlagnostlc or dlsease or drug monltormg products such as AMPEL BioSolutions, LLC; DxTerity Diagnostics Inc.;

Genalyte Inc.; Immunovia AB; Oncimmune Holdings plc and Progentec Diagnostics Inc —and—Setphe&Med-teme—Geﬂaef&ﬁeﬂ—
In the future, we may also face competition from companies developing new products or technologies. We believe the principal




competitive factors in our target market include: quality and strength of clinical and analytical validation data; confidence in
diagnostic results; sales and marketing capabilities; the extent of reimbursement; inclusion in clinical guidelines; cost-
effectiveness; and ease of use. We rely upon independent sources for phlebotomy to obtain patient samples; interruptions to this
capability could dramatically impact patient access to our tests. Many of our potential competitors have widespread brand
recognition and substantially greater financial, technical and research and development resources and selling and marketing
capabilities than we do. Others may develop products with prices lower than ours that could be viewed by rheumatologists and
payors as functionally equivalent to our solution or offer solutions at prices designed to promote market penetration, which
could force us to lower the list price of our products and affect our ability to achieve profitability. If we are unable to change
clinical practice in a meaningful way or compete successfully against current and future competitors, we may be unable to
increase market acceptance and sales of our products, which could prevent us from increasing our revenue or achieving
profitability and could cause the market price of our common stock to decline. To compete successfully we must be able to
demonstrate, among other things, that our testing products are accurate and cost effective. Developing new testing products
involves a lengthy and complex process, and we may not be able to commercialize on a timely basis, or at all, other testing
products we are developing. We may not be able to develop testing products with the clinical utility necessary to be useful and
commercially successful. There are certain products for which a commercial launch would trigger additional payment
obligations to licensors of the technology. In these cases, if the economic projections of the product do not outweigh the
additional obligations, we may not launch these products. In order to develop and commercialize testing products, we need to: ¢
expend significant funds to conduct substantial research and development; ¢ conduct successful verification, validation and
utility studies; * develop and scale our laboratory processes to accommodate different tests; ¢ achieve and maintain required
regulatory certifications, including the hiring of appropriately licensed laboratory personnel;  develop and scale our
infrastructure to be able to analyze increasingly large amounts of data; and * build the commercial infrastructure to market and
sell new testing products. Our testing product development process involves a high degree of risk and may take several years.
Our testing product development efforts may fail for many reasons, including: ¢ failure to identify additional biomarkers to
incorporate into our testing products; * failure or sub- optimal performance of the testing product at the research or development
stage; * obtaining patient consent inclusive of genetic analysis; ¢ difficulty in accessing archival patient specimens, especially
specimens with known clinical results; or * failure of clinical validation, utility and outcome studies to support the effectiveness
of the test. Typically, few research and development projects result in commercial products, and success in early clinical studies
often is not replicated in later studies. At any point, we may abandon development of a testing product candidate or we may be
required to expend considerable resources repeating clinical studies, which would adversely affect the timing for generating
potential revenue from a new testing product and our ability to invest in other products in our pipeline. In addition, as we
develop testing products, we may have to make significant investments in product development, marketing and selling
resources. If a clinical validation study fails to demonstrate the prospectively defined endpoints of the study, we might choose to
abandon the development of the testing product or product feature that was the subject of the clinical study, which could harm
our business. Additionally, competitors may develop and commercialize competing products or technologies faster than us or at
a lower cost. Developing new testing products and enhancements to our existing technologies is expensive and time consuming,
and there is no assurance that such activities will result in significant new marketable testing products, enhancements to our
current technologies, design improvements, cost savings, revenue or other expected benefits. If we spend significant resources
on research and development and are unable to generate an adequate return on our investment or divert resources away from
other, more attractive growth opportunities, our business and results of operations may be materially and adversely affected. If
we cannot enter into new clinical study collaborations, our product development and subsequent commercialization could be
delayed. In the past, we have entered into clinical study collaborations, and our success in the future depends in part on our
ability to enter into additional collaborations with highly regarded institutions. This can be difficult due to internal and external
constraints placed on these organizations. Some organizations may limit the number of collaborations they have with any one
company so as to not be perceived as biased or conflicted. Organizations may also have insufficient administrative and related
infrastructure to enable collaborations with many companies at once, which can extend the time it takes to develop, negotiate
and implement a collaboration. Additionally, organizations often insist on retaining the rights to publish the clinical data
resulting from the collaboration. The publication of clinical data in peer- reviewed medical journals is a crucial step in
commercializing and obtaining reimbursement for testing products such as ours, and our inability to control when and if results
are published may delay or limit our ability to derive sufficient revenue from any solution. We may acquire businesses or assets,
form joint ventures or make investments in other companies or technologies that could harm our operating results, dilute our
stockholders’ ownership, increase our debt or cause us to incur significant expense. As part of our business strategy, we may
pursue acquisitions of complementary businesses or assets, as well as technology licensing arrangements and other strategic
transactions or collaborations with third parties. We also may pursue strategic alliances that leverage our core technology and
industry experience to expand our offerings or distribution, make investments in other companies or acquire ownership rights to
therapeutics that are synergistic with our testing products. To date, other than our acquisition of the medical diagnostics division
of Cypress Bioscience, Inc. in 2010, we have not acquired other companies or therapeutics and we have limited experience with
respect to the formation of strategic alliances and joint ventures. If we make any acquisitions, we may not be able to integrate
these acquisitions successfully into our existing business, and we could assume unknown or contingent liabilities. Any future
acquisitions by us also could result in significant write- offs or the incurrence of debt and contingent liabilities, any of which
could harm our operating results. Integration of an acquired company, business or assets also may require management
resources that otherwise would be available for ongoing development of our existing business. We may not identify or complete
these transactions in a timely manner, on a cost- effective basis, or at all, and we may not realize the anticipated benefits of any
acquisition, technology license, strategic alliance, joint venture or investment. To finance any acquisitions or investments, we



may choose to issue shares of our stock , or stock equivalents, as consideration, which would dilute the ownership of our
stockholders. If the price of our common stock is low or volatile, we may not be able to acquire other companies for stock.
Alternatively, it may be necessary for us to raise additional funds for these activities through public or private financings or
through the issuance of debt. Additional funds may not be available on terms that are favorable to us, or at all, and any debt
financing may involve covenants limiting or restricting our ability to take certain actions. Also, the anticipated benefit of any
strategic alliance, joint venture or acquisition may not materialize or such strategic alliance, joint venture or acquisition may be
prohibited. In addition, our loan agreement restricts our ability to pursue certain mergers, acquisitions, amalgamations or
consolidations that we may believe to be in our best interest. Additionally, future acquisitions or dispositions could result in
potentially dilutive issuances of our equity securities, the incurrence of debt, contingent liabilities or amortization expenses or
write- offs of goodwill, any of which could harm our financial condition. We cannot predict the number, timing or size of future
joint ventures or acquisitions, or the effect that any such transactions might have on our operating results. The diagnostic
industry is subject to rapidly changing technology, which could make our current and future testing products obsolete. Our
industry is characterized by rapid technological changes, frequent new product introductions and enhancements and evolving
industry standards. These advances require us to continuously develop our technology and work to develop new solutions to
keep pace with evolving standards of care. Our testing products could become obsolete unless we continually innovate and
expand our testing product offerings to include new clinical applications. If we are unable to develop new testing products or to
demonstrate the applicability of our testing products for other diseases, our sales could decline and our competitive position
could be harmed. Our failure to maintain relationships or build new relationships with key opinion leaders could materially
adversely impact our business and prospects. Key opinion leaders are able to influence clinical practice by publishing research
and determining whether new tests should be integrated into clinical guidelines. We rely on key opinion leaders early in the
development process to help ensure our clinical studies are designed and executed in a way that clearly demonstrates the
benefits of our testing products to healthcare providers and payors. Our failure to maintain or build new relationships with such
key opinion leaders could affect rheumatologist and patient perception of our testing products and result in a loss of existing and
future customers and therefore materially adversely impact our business and prospects. If we are sued for errors and omissions
or professional liability, we could face substantial liabilities that exceed our resources. The marketing, sale and use of our testing
products could lead to liability claims if someone were to allege that any such testing product failed to perform as it was
designed. We may also be subject to liability for errors in the results we provide to rheumatologists or for a misunderstanding
of, or inappropriate reliance upon, the information we provide. We may also be subject to similar types of claims related to
testing products we may develop in the future. Any errors or omissions or professional liability claim could result in substantial
damages and be costly and time consuming for us to defend. Although we maintain professional liability insurance, we cannot
assure you that our insurance would fully protect us from the financial impact of defending against these types of claims or any
judgments, fines or settlement costs arising out of any such claims. Any errors or omissions or professional liability claim
brought against us, with or without merit, could materially increase our insurance rates or prevent us from securing insurance
coverage in the future. Additionally, any product liability lawsuit could cause material injury to our reputation or cause us to
suspend sales of our testing products. Similarly, any product liability lawsuit affecting our partners could also cause injury to
our reputation. We may also initiate a correction or removal for one of our testing products, issue a safety alert or undertake a
field action or recall to reduce a risk to health posed by potential failure of our products to perform as designed, which could
lead to increased costs and lead to increased scrutiny by regulatory authorities and our customers regarding the quality and
safety of our testing products and to negative publicity, including safety alerts, press releases or administrative or judicial
actions. The occurrence of any of these events could have an adverse effect on our business and results of operations. The loss of
members of our senior management team or our inability to attract and retain highly skilled scientists, technicians and
salespeople could adversely affect our business. Our success depends largely on the skills, experience and performance of key
members of our executive management team, including John Aballi, our President and Chief Executive Officer, and others in
key management positions. The efforts of each of these persons will be critical to us as we continue to develop our technologies
and test processes and focus on our growth. If we were to lose one or more of these key employees, we may experience
difficulties in competing effectively, developing our technologies and implementing our business strategy. In addition, our
research and development programs and commercial laboratory operations depend on our ability to attract and retain highly
skilled scientists, including licensed clinical laboratory scientists and biostatisticians. We may not be able to attract or retain
qualified scientists and technicians in the future due to the intense competition for qualified personnel among life science
businesses, particularly in Southern California. Because it is expected that there will be a shortage of clinical laboratory
scientists in coming years, it may become more difficult to hire sufficient numbers of qualified personnel. We also face
competition from universities and public and private research institutions in recruiting and retaining highly qualified scientific
personnel. Additionally, our success depends on our ability to attract and retain qualified and highly- specialized salespeople.
We may have difficulties locating, recruiting or retaining qualified salespeople, which could cause a delay or decline in the rate
of adoption of our testing products. If we are not able to attract and retain the necessary personnel to accomplish our business
objectives, we may experience constraints that could adversely affect our ability to support our research and development,
clinical laboratory and sales efforts. All of our employees are at- will, which means that either we or the employee may
terminate their employment at any time. If our sole clinical laboratory facility becomes damaged or inoperable, we are required
to vacate our existing facility or we are unable to expand our existing facility as needed, we will be unable to perform our testing
services and our business will be harmed. We currently derive all of our revenue from tests conducted at a single laboratory
facility located in Vista, California. Vista is situated on or near earthquake fault lines. Our facility and equipment could be
harmed or rendered inoperable by natural or man- made disasters which may be exacerbated due to climate change, including
earthquake, fire, flood, power loss, communications failure or terrorism, or public health crises. In particular, we store all of our



flow cytometers, the instrument we use to detect CB- CAPs on cells, at our Vista facility. If all of our flow cytometers were
rendered inoperable simultaneously pursuant to a natural or man- made disaster, we would be unable to perform these key tests
as we do in the ordinary course of our business. The inability to perform the tests contained in our testing products or to reduce
the backlog of analyses that could develop if our facility is inoperable, for even a short period of time, may result in the loss of
customers or harm to our reputation, and we may be unable to regain those customers or repair our reputation in the future.
Additionally, we store our bio- repository of specimens, which were collected in collaboration with leading academic
institutions and help us to further validate our testing products, at our Vista facility. If these specimens were destroyed pursuant
to a natural or man- made disaster or otherwise become unavailable, our ability to develop new testing products may be delayed.
Furthermore, our facility and the equipment we use to perform our research and development work could be unavailable or
costly and time- consuming to repair or replace. It would be difficult, time- consuming and expensive to rebuild our facility or
license or transfer our proprietary technology to a third party, particularly in light of the licensure and accreditation requirements
for a commercial laboratory like ours. Even in the unlikely event we are able to find a third party with such qualifications to
enable us to conduct the tests contained in our testing products, we may be unable to negotiate commercially reasonable terms.
In order to rely on a third party to perform the tests contained in our testing products (even assuming we are able to do so in
compliance with applicable regulations), we would need to engage another facility with established state licensure and CLIA
certification under the scope of which tests could be performed following validation and other required procedures. We cannot
assure you that we would be able to find another CLIA- certified facility willing to comply with the required procedures, that
any such facility would be willing to perform the tests contained in our testing products for us on commercially reasonable
terms, or that it would be able to meet our quality standards. In order to establish additional clinical reference laboratory
facilities, we have to spend considerable time and money securing adequate space, which may include constructing additional
facilities, recruiting and training employees, and establishing the additional operational and administrative infrastructure
necessary to support a second facility. We may not be able, or it may take considerable time, to replicate our testing processes or
results in any new or converted facility. Additionally, any new clinical reference laboratory facility opened by us would be
subject to certification under CLIA and licensing by several states, including, as applicable, California and New York, which
could take a significant amount of time and result in delays in our ability to begin operations. We believe we have the capacity
to meet our projected needs for at least the next 12 months, although we may grow at a rate that is faster than we expect. We
may need to further expand our laboratory space in the future. Any future expansion could disrupt laboratory operations,
resulting in an inability to meet customer turnaround time expectations, and could be delayed, resulting in slower realization of
laboratory efficiencies anticipated from the use of the expanded facilities. Adverse consequences resulting from a delay in the
laboratory expansion could harm our relationships with our customers and our reputation, and could affect our ability to
generate revenue. We carry insurance for damage to our property and the disruption of our business, but this insurance may not
cover all the risks associated with damage or disruption to our business, provide coverage in amounts sufficient to cover our
potential losses or continue to be available to us on acceptable terms, if at all. Our testing process involves the use of
sophisticated state- of- the- art equipment that requires precise calibration, and issues affecting such equipment may delay
delivery or impact the quality of the test results to rheumatologists or otherwise adversely affect our operations. As part of our
process of determining CB- CAPs, the key biomarker detection and measurement technology incorporated into our AVISE ®
Lupus and AVISE ® CTD products, we utilize a number of flow cytometers that require calibration and performance validation
according to the requirements of the CAP at specified time intervals. While we believe we have implemented appropriate
controls and metrics in our laboratory to meet such requirements, we cannot provide any assurance that our instruments will not
fall out of specification, in which case we would be required to re- calibrate them. Failure to timely re- calibrate our instruments
could negatively impact the test results, which could result in liability and harm our reputation. Patient specimens degrade and
become unusable generally within 48 hours of collection. Therefore, if we do not have other sufficient properly functioning flow
cytometers due to failure to meet specifications or they otherwise become inoperable, our ability to process patient specimens in
the required timeframe would be compromised and our business could be harmed. Failure in our information technology,
telephone or other systems could significantly disrupt our operations and adversely affect our business and financial condition.
Information technology and telephone systems are used extensively in virtually all aspects of our business, including laboratory
testing, sales, billing, customer service, logistics and management of medical data. The success of our business depends on the
ability to obtain, process, analyze, maintain and manage this data. Our management relies on our information systems because: ¢
patient specimens must be received, tracked and processed on a timely basis; ¢ test results must be reported on a timely basis; ¢
billings and collections for all customers must be managed efficiently and accurately; ¢ third- party ancillary billing services
require proper tracking and reporting; ¢ pricing and other information related to our services is needed by our sales force and
other personnel in a timely manner to conduct business; ¢ patient- identifiable health information must be securely held and kept
confidential; * regulatory compliance requires proper tracking and reporting; and ¢ proper recordkeeping is required for
operating our business, managing employee compensation and other personnel matters. Our business, results of operations and
financial condition may be materially and adversely affected if, among other things: ¢ our information technology, telephone or
other systems fail or are interrupted for any extended length of time; * services relating to our information technology, telephone
or other systems are not kept current; * our information technology, telephone or other systems do not have the capacity to
support expanded operations and increased levels of business; * data is lost or unable to be restored or processed; or ¢ data is
corrupted due to a breach of security. Despite the precautionary measures we have taken to prevent breakdowns in our
information technology, telephone and other systems, sustained or repeated system failures that interrupt our ability to process
test orders, deliver test results or perform testing in a timely manner or that cause us to inadvertently disclose or lose patient
information could adversely affect our business, results of operations and financial condition. Security breaches, loss of data and
other disruptions to us, our third- party service providers or our partners could compromise sensitive information related to our



business or prevent us from accessing critical information and expose us to liability, which could materially and adversely
affect our business and our reputation. In the ordinary course of our business, we and our partners, and our respective third-
party service providers collect and store sensitive data, such as PHI (including test results), personally identifiable information ,
and credit card information. We also store business and financial information, intellectual property, research and development
information, trade secrets, and other proprietary and business critical information, including that of our customers, payors and
third- party partners. We manage and maintain our applications and data utilizing a combination of on- site and vendor- owned
systems. We face a number of risks related to our protection of, and our service providers’ protection of, this critical
information, including loss of access, unauthorized disclosure and unauthorized access, as well as risks associated with our
ability to identify and audit such events and risks associated with the need to reconstruct any lost or stolen data. In addition, we
have limited control over the storage of sensitive data by our third- party partners as well as risks related to the transfer and sale
of de- identified data files to such partners. The secure processing, storage, maintenance , and transmission of this critical
information is vital to our operations and business strategy, and we devote significant resources to protecting such information.
Although we take measures to protect sensitive information from unauthorized access or disclosure, our information technology
and infrastructure, and that of our third- party billing and collections provider, may be vulnerable to attacks by hackers or viruses
, or otherwise breached due to employee error, malfeasance or other activities. Attacks upon information technology systems are
increasing in their frequency, levels of persistence, sophistication and intensity, and are being conducted by sophisticated and
organized groups and individuals with a wide range of motives and expertise . Additionally, the adoption of AI technologies
may further heighten the risk of cyber- attacks. Leveraging Al capabilities to potentially improve internal functions and
operations presents further risks and challenges, including the possibility of creating new attack methods for
adversaries. The use of Al to support business operations carries inherent risks related to data privacy, IP, and security,
such as intended, unintended, or inadvertent transmission of proprietary, confidential, or sensitive information, as well
as challenges related to implementing and maintaining Al tools, such as developing and maintaining appropriate
datasets for such support. If we fail to implement adequate safeguards, the use of AI may introduce additional
operational vulnerabilities by producing inaccurate outcomes based on flaws in the underlying data or methodologies, or
unintended results . Additionally, most of our employees have the ability to work remotely, which may increase the risk of
security breaches, loss of data and other disruptions as a consequence of more employees accessing sensitive and critical
information from remote locations. Because the techniques used to obtain unauthorized access to, or to sabotage, systems change
frequently and often are not recognized until launched against a target, we may be unable to anticipate these techniques or
implement adequate preventative measures. We may also experience security breaches that may remain undetected for an
extended period. While we do not believe that we have experienced any such attack or breach, if such an event were to occur,
our networks would be compromised and the information we store on those networks could be accessed by unauthorized
parties, publicly disclosed, lost or stolen. A security breach or privacy violation that leads to unauthorized access, disclosure or
modification of, or prevents access to, patient information, including PHI, could implicate state and federal breach notification
laws. Any such access, disclosure or other loss of information could also result in legal claims or proceedings, and liability
under laws that protect the privacy of personal information, such as HIPAA, as amended by the HITECH Act, and their
implementing regulations and similar state data privacy and security laws and regulations including civil and criminal penalties.
Unauthorized access, loss or dissemination could also disrupt our operations, including our ability to process tests, provide test
results, bill payors 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 products and
other patient and rheumatologist education and outreach efforts through our website and manage the administrative aspects of
our business and could damage our reputation, any of which could materially and adversely affect our business. Any breach
could also result in the compromise of our trade secrets and other proprietary information, which could materially and
adversely affect our competitive position. In addition, the interpretation and application of federal and state consumer, health-
related and data protection laws in the United States are often uncertain, contradictory and in flux. It is possible that these laws
may be interpreted and applied in a manner that is inconsistent with our practices. If so, this could result in government-
imposed fines or orders requiring that we change our practices, as well as private litigation, which could adversely affect our
business. Moreover, these laws and their interpretations are constantly evolving and may become more stringent or inclusive
over time. For example, increasing concerns about health information privacy have recently prompted the federal government to
issue guidance taking a newly expansive view of the scope of the laws and regulations that they enforce. Complying with these
various laws could cause us to incur substantial costs or require us to change our business practices, systems and compliance
procedures in a manner adverse to our business. If we are unable to prevent such security breaches or privacy violations or
implement satisfactory remedial measures in connection with security incidents, we may suffer material loss of reputation,
financial loss, are-civil or criminal fines or other penalties. In addition, these breaches and other forms of inappropriate access
can be difficult to detect, and any delay in identifying them may lead to increased harm of the type described above. Our
financial condition, commercialization efforts and results of operations has-have been and may again in the future be adversely
affected by outbreaks of contagious diseases. Any outbreak of a contagious disease, or other adverse public health
developments, could have a material and adverse effect on our business operations. Such adverse effects could include
disruptions or restrictions on the ability of our, our collaborators’, or our suppliers’ personnel to travel, and could result in
temporary closures of our facilities or the facilities of our collaborators or suppliers, including our sole laboratory. While the
impact of the COVID- 19 pandemic on our business, financial condition, results of operations and cash flows has subsided, the
extent to which €0ViB-—+9-any potential pandemics or health epidemics will affect our operations in the future will depend
on future developments, which are highly uncertain and cannot be predicted with confidence. Performance issues, service
interruptions or price increases by our shipping carrier could adversely affect our business, results of operations and financial



condition, and harm our reputation and ability to provide testing services on a timely basis. Expedited, reliable shipping is
essential to our operations. We have been utilizing both United Parcel Service (UPS) and Federal Express Corporation (Federal
Express) for reliable and secure point- to- point transport of patient specimens to our laboratory and enhanced tracking of these
patient specimens. Should Federal Express, UPS HnitedRareel-Serwiee-, or any other carrier we may use in the future,
encounter delivery performance issues such as loss, damage or destruction of a specimen, it may be difficult to replace our
patient specimens in a timely manner and such occurrences may damage our reputation and lead to decreased utilization from
rheumatologists for our testing services and increased cost and expense to our business. In addition, any significant increase in
shipping time or disruption to delivery service, whether due to bad weather, natural disaster (which may be exacerbated due to
climate change), public health epidemics or pandemics, terrorist attacks or threats, labor strikes, work stoppages or boycotts, or
for other reasons, could adversely affect our ability to receive and process patient specimens on a timely basis. If we, Federal
Express, or UPS UnitedRareet-Serviee-were to terminate our relationship, we would be required to find another party to provide
expedited, reliable point- to- point transport of our patient specimens. There are only a few other providers of such nationwide
transport services, and there can be no assurance that we will be able to enter into arrangements with such other providers on
acceptable terms, if at all. Finding a new provider of transport services would be time- consuming and costly and result in delays
in our ability to provide our testing services. Even if we were to enter into an arrangement with any such provider, there can be
no assurance that they will provide the same level of quality in transport services currently provided to us by Federal Express
and UPS UnitedRareel-Serviee-. [f any new provider does not provide, or if Federal Express or UPS United-Pareel-Servtee-does
not continue to provide, the required quality and reliability of transport services at the same or similar costs, it could materially
and adversely affect our business, reputatlon results of operatlons and financial Condmon lnﬂatlon could adversely affect our
business and financial results —¥n d atthy g g . The
current inflationary environment has resulted in hlgher prices, which have nnpacted our costs incurred to generate revenue from
our laboratory testing services, costs to attract and retain personnel, and other operating costs. The severity and duration of the
current inflationary environment remains uncertain and may continue to impact our financial condition and results of operations.
Inflation may continue to adversely affect us by increasing the costs of products, materials (including reagents and laboratory
supplies), and labor needed to operate our business in future periods. Actions by the government to stimulate the economy may
increase the risk of significant inflation, which may have an adverse impact on our business or financial results. Moreover, we
may not be able to pass those costs along in the products we sell. As such, inflationary pressures could have a material adverse
effect on our performance and financial statements. Fhe-fattare-We maintain cash deposits in excess of federally insured
limits. Adverse developments affecting financial institutions ertransaetional-eounterparties-, including bank failures, could
adversely affect our earrentliquidity and prejeeted-business-operations-and-eur-financial performance eonditionrandrestltsof
eper&t—teﬂs— Gﬁ—Mafeh—l-G-We malntam our cash %92—3—cash equlvalents and marketable securities with hlgh quality,

wrth—efheﬁﬁﬁaﬁelal—msﬁfuﬁeﬁsﬁn—exeess—eﬁﬁle—FB{Gmsurance 11m1t —A—fai-}ufe—of a—$ 250 000 and whlle we belleve we are
not exposed to significant credit risk due to the financial strength of these depository institutions or investments, if any
such depository institution fails to return our deposits , or if a depository institution is subject to other adverse conditions in
the financial or credit markets, this could further impact access to our invested cash or cash equivalents and could adversely
impact our operating liquidity and financial performance . Further, the failure or collapse of one or more of these depository
institutions or default on these investments could materially adversely affect our ability to recover these assets and / or
materially harm our financial condition . Our ability to utilize our net operating loss carryforwards and certain other tax
attributes may be limited. Under Sections 382 and 383 of the Internal Revenue Code of 1986, as amended (the Code), if a
corporation undergoes an “ ownership change ” (generally defined as a greater than 50 percentage- point change (by value) in its
equity ownership by “ 5- percent shareholders, ” as defined in the Code, over a rolling three- year period), the corporation’ s
ability to use its pre- change net operating loss (NOL), carryforwards and other pre- change tax attributes to offset its post-
change federal taxable income and taxes, as applicable, may be limited. We previously completed a study to assess whether an
ownership change, as defined by Section 382 of the Code, had occurred from our formation through December 31, 2019. Based
upon this study, we determined that ownership changes had occurred in 2003, 2008, 2012, 2017 and 2019, and that our ability to
use a significant portion of our NOL carryforwards is subject to limitation under Section 382 of the Code as a result of a prior
ownership change. If we undergo an ownership change as a result of subsequent shifts in our stock ownership, our ability to
utilize our NOL carryforwards and other pre- change tax attributes could be further limited by Sections 382 and 383 of the
Code. Similar provisions of state tax law may also apply. In addition, federal NOL carryforwards generated in periods after
December 31, 2017, may be carried forward indefinitely but, in taxable years beginning after December 31, 2020, may only be
used to offset 80 % of our taxable income. As a result of the foregoing, if we earn net taxable income, our ability to use NOL
carryforwards and other tax attributes to offset taxable income and taxes, as applicable, may be limited. Our term loan contains
restrictions that limit our flexibility in operating our business, and if we fail to comply with the covenants and other obligations
under our loan agreement, the lenders may be able to accelerate amounts owed under the facility and may foreclose upon the
assets securing our obligations. In September 2017, we entered into the loan and security agreement (the 2017 Term Loan) with
Innovatus Life Sciences Lending Fund I, LP (Innovatus), which we subsequently amended in November 2019, November 2021
and-, April 2023 and April 2024 (the Amended Loan Agreement). The Amended Loan Agreement is collateralized by



substantially all of our personal property, including our intellectual property. The Amended Loan Agreement also subjects us to
certain affirmative and negative covenants, including limitations on our ability to transfer or dispose of assets, merge with or
acquire other companies, make investments, pay dividends, incur additional indebtedness and liens and conduct transactions
with affiliates. We are also subject to certain covenants that require us to maintain a minimum liquidity of at least $ 2. 0 million,
achieve certain minimum amounts of annual revenue, as measured on a rolling twelve- month basis, periodically deliver
financial statements to Innovatus with an unqualified opinion (including no “ going concern ") from our independent certified
public accounting firm, and are required under certain conditions to make mandatory prepayments of outstanding principal. As a
result of these covenants, we have certain limitations on the manner in which we can conduct our business, and we may be
restricted from engaging in favorable business activities or financing future operations or capital needs until our current debt
obligations are paid in full or we obtain the consent of Innovatus, which we may not be able to obtain. As of December 31, 2623
2024 , there was $ 15. 0 million in principal outstanding under the term loan and an additional $ 3. 2-5 million outstanding
representing interest payable in- kind by adding the paid in- kind interest amount to the outstanding principal balance of the
term loans. Under the Amended Loan Agreement, we are required to repay any outstanding principal and capitalized interest in
monthly installments over a ten- month period commencing on April 1, 2026. At December 31, 2623-2024 , we were in
compliance with all covenants of the Amended Loan Agreement. We cannot be certain that we will be able to generate sufficient
cash flow or revenue to meet the financial covenants or pay the principal and accrued interest on our debt. In addition, upon the
occurrence of an event of default, Innovatus, among other things, can declare all indebtedness due and payable immediately,
which would adversely impact our liquidity and reduce the availability of our cash flows to fund working capital needs, capital
expenditures and other general corporate purposes. An event of default includes, but is not limited to, our failure to pay any
amount due and payable under the Amended Loan Agreement, the occurrence of a material adverse change in our business as
defined in the Amended Loan Agreement, our breach of any representation or warranty in the Amended Loan Agreement, our
breach of any covenant in the Amended Loan Agreement (subject to a cure period in some cases), a change in control as defined
in the Amended Loan Agreement, our default on any debt payments to a third party in an amount exceeding $ 0. 5 million or any
voluntary or involuntary insolvency proceeding. If an event of default occurs and we are unable to repay amounts due under the
Amended Loan Agreement, Innovatus could foreclose on substantially all of our personal property, including our intellectual
property. We cannot be certain that future working capital, borrowings or equity financings will be available to repay or
refinance our debt to Innovatus or any other debt we may incur in the future. We may require substantial additional capital to
finance our planned operations, which may not be available to us on acceptable terms or at all. Our failure to obtain additional
financing when needed on acceptable terms, or at all, could force us to delay, limit, reduce or eliminate our product development
programs, commercialization efforts or other operations. We believe, based on our current plan, that our current cash and cash
equivalents and anticipated future revenue, will be sufficient to meet our anticipated cash requirements for at least the next 12
months. We have based this estimate on assumptions that may prove to be wrong, and we could use our capital resources sooner
than we currently expect. Our operating plans and other demands on our cash resources may change as a result of many factors
currently unknown to us and we may need to seek additional funds sooner than planned, through public or private equity or debt
financings or other sources, such as strategic collaborations. If our available cash balances and anticipated future revenue are
insufficient to satisfy our liquidity requirements, including because of lower demand for our testing products or lower- than-
expected rates of reimbursement from commercial payors and government payors, or other risks described in this “ Risk Factors
” section, we may seek to raise additional capital through equity offerings, debt financings, collaborations or licensing
arrangements. On November 17, 2023, we filed a shelf registration statement on Form S- 3, as amended by Amendment No. 1
to Form S- 3 filed on November 27, 2023, that provides for aggregate offerings of up to $ 150. 0 million of our securities subject
to various limitations. We filed a prospectus on November 29, 2023 pursuant to this registration statement, registering sales of
our common stock in an amount not to exceed $ 50. 0 million, pursuant to a sales agreement by and between us and TD
Securities (USA) LLC (as successor in interest to Cowen and Company, LLC) (TD Cowen), as amended by Amendment No.
1 to Sales Agreement dated November 17, 2023 (the Amended Sales Agreement). Using a shelf registration statement to raise
capital generally takes less time and is less expensive than other means, such as conducting an offering under a registration
statement on Form S- 1 and companies may be able to receive more favorable terms by raising capital pursuant to a shelf
registration statement on Form S- 3. Our ability to raise capital under our current shelf registration statement (and any future
registration statement on Form S- 3) s-has in the past , and may again in the future be, limited by, among other things, current
and future SEC rules and regulations impacting the eligibility of smaller companies to use Form S- 3 without restrictions. We

have prekusly been As—e-ﬁt-he—éate—e-ﬁt-h&s—&&nﬁal—Repeﬁ—we—afe—subject to the" baby shelf fu}e—rules " beeaﬂse—t-he—m&rket

subJect to the" baby shelf rules" agam have—a—pubhe—ﬂea-t—wﬁ-}ra—vaheﬂﬂ—e*eess-e%%—eﬂﬂien— Hever;-we witkwould be

unable to use our shelf registration statement on Form S- 3 or the Amended Sales Agreement to raise additional funds to the
extent the aggregate market value of securities sold by us or on our behalf pursuant to Instruction I. B. 6. of Form S- 3 during the
12 calendar months immediately prior to, and including, any intended sale would dees-netexceed one- third of the aggregate
market value of our public float, calculated in accordance with the instructions to Form S- 3 . As of the date of this Annual
Report, we are not subject to the'" baby shelf rules' because the market value of our outstanding shares of common
stock held by non- affiliates calculated in accordance with Instruction I. B. 6. of Form S- 3, or public float, was greater
than $ 75. 0 million as of the date of this Annual Report . [n the case of the incurrence of further indebtedness, the Amended
Loan Agreement, subject to certain customary exceptions, restricts our ability to incur additional indebtedness or encumber any
of our property without the prior consent of Innovatus. Under the Amended Loan Agreement, we are required to make monthly
interest payments at a rate equal to the sum (the Basic Rate) of (a) the greater of 8. 0 % or The Wall Street Journal prime rate



(the Prime Rate), plus (b) 2. 0 % (provided that 1. 5 % of the Basic Rate is payable in- kind by adding the amount to the
outstanding principal balance of the term loans). We may also consider raising additional capital in the future to expand our
business, pursue strategic investments, take advantage of financing opportunities, or for other reasons. In addition, we may seek
additional capital due to favorable market conditions or strategic considerations, even if we believe we have sufficient funds for
our current or future operating plans. The timing and amounts of our future capital requirements are difficult to forecast and will
depend on numerous factors, including: our ability to maintain and grow sales of our testing products, as well as the costs
associated with conducting clinical studies to demonstrate the utility of our testing products and support reimbursement efforts;
fluctuations in working capital; the costs to expand our sales and marketing capabilities; the costs of developing our product
pipeline, including the costs associated with conducting our ongoing and future validation studies; the additional costs we may
incur as a result of operating as a public company and the extent to which we in- license, acquire or invest in complementary
businesses or products. Additional funding may not be available to us on acceptable terms, or at all. If we raise funds by issuing
equity securities , including as a result of our existing sales agreement with TD Cowen , dilution to our stockholders could
result, and the market price of our common stock could decline. Any equity securities issued also may provide for rights,
preferences or privileges senior to those of holders of our common stock. The incurrence of additional indebtedness or the
issuance of certain equity securities could result in increased fixed payment obligations and could also result in restrictive
covenants (similar to our current obligations pursuant to the Amended Loan Agreement), such as limitations on our ability to
incur additional debt or issue additional equity, limitations on our ability to acquire or license intellectual property rights, and
other operating restrictions that could adversely affect our ability to conduct our business. In addition, our Amended Loan
Agreement restricts our ability to incur additional indebtedness or encumber any of our property without the prior consent of
Innovatus, subject to certain exceptions. In the event that we enter into collaborations or licensing arrangements to raise capital,
we may be required to accept unfavorable terms. These agreements may require that we relinquish or license to a third party on
unfavorable terms our rights to technologies or product candidates that we otherwise would seek to develop or commercialize
ourselves or reserve certain opportunities for future potential arrangements when we might be able to achieve more favorable
terms. If we are not able to secure additional funding when needed, we may have to delay, reduce the scope of or eliminate one
or more research and development programs or selling and marketing initiatives. In addition, we may have to work with a
partner on one or more of our testing products or market development programs, which could lower the economic value of those
products or programs to our company. We are an-emerging-growth-eompany-and-a smaller reportlng company s-and the reduced
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reporting companies and W111 be able to take advantage of these scaled disclosures for so long as our Votlng and non- Votlng
common stock held by non- affiliates is less than $ 250. 0 million measured on the last business day of our second fiscal quarter,
or our annual revenue is less than $ 100. 0 million during the most recently completed fiscal year and our voting and non-
voting common stock held by non- affiliates is less than $ 700. 0 million measured on the last business day of our second fiscal
quarter. Risks Related to Regulatory and Comphance Matters Healthcare policy changes rineladingreeently-enaeted-and

P 6 : ; ould cause significant harm to our business, operations and
ﬁnanc1a1 condltlon The ACA made a number of Subqtantlal changes to the way healthcare is financed both by governmental
and commercial payors. The ACA also introduced mechanisms to reduce the per capita rate of growth in Medicare spending if
expenditures exceed certain targets. Any such reductions could affect reimbursement payments for our tests. In April 2014,
Congress passed PAMA, which included substantial changes to the way in which clinical laboratory services are paid under the




CLFS. Under PAMA, certain clinical laboratories are required to periodically report to CMS private payor payment rates and
volumes for their tests, and laboratories that fail to report the required payment information may be subject to substantial civil
monetary penalties . Since December 2019, Congress has passed a series of laws to modify PAMA’ s statutory
requirements related to the data reporting period and phase- in of payment reductions under the CLFS for CDLTs that
are not ADLTs. Most recently, on September 26, 2024, Section 221 of the Continuing Appropriations and Extensions
Act, 2025, was passed, and it delayed data reporting requirements for CDLTs that are not ADLTSs as well as the phase-
in of payment reductions until 2026 . Medicare reimbursement for CDLTs is based on the weighted- median of the payments
made by private payors for these tests, rendering private payor payment levels even more significant than in the past. As a result,
future Medicare payments may fluctuate more often and become subject to the willingness of private payors to recognize the
value of diagnostic tests generally and any given test individually. The impact of this payment system on rates for our tests,
including any current or future tests we may develop, is uncertain. We cannot predict whether or when these or other recently
enacted healthcare initiatives will be implemented at the federal or state level or how any such legislation or regulation may
affect us. For instance, the payment reductions imposed by the ACA and the changes to reimbursement amounts paid by
Medicare for tests such as ours based on the procedure set forth in PAMA, could limit the prices we will be able to charge or the
amount of available reimbursement for our tests, which would reduce our revenue. Additionally, these healthcare laws,
regulations and policies could be amended or additional healthcare initiatives could be implemented in the future. Further, the
impact on our business of the expansion of the federal and state governments’ role in the U. S. healthcare industry generally,
including the social, governmental and other pressures to reduce healthcare costs while expanding individual benefits, is
uncertain. Any future changes or initiatives could have a materially adverse effect on our business, financial condition, results of
operations and cash flows. Complying with numerous regulations pertaining to our business is an expensive and time-
consuming process, and any failure to comply could result in substantial penalties. We are subject to CLIA, a federal law that
regulates clinical laboratories that perform testing on specimens derived from humans for the purpose of providing information
for the diagnosis, prevention or treatment of disease. CLIA regulations mandate specific standards in the areas of personnel
qualifications, administration and participation in proficiency testing, patient test management, quality control, quality assurance
and inspections. We have a current certificate of accreditation under CLIA because we are accredited to perform testing by
CAP. To renew this certificate, we are subject to survey and inspection every two years. Moreover, inspectors from CMS or
CAP may make random inspections of our clinical reference laboratory. Although we are required to hold a certificate of
accreditation or compliance under CLIA that allows us to perform high complexity testing, we are not required to hold a
certificate of accreditation through CAP. We could alternatively maintain a certificate of accreditation from another accrediting
organization or a certificate of compliance through inspection by surveyors acting on behalf of the CLIA program. If our
accreditation under CAP were to terminate, either voluntarily or involuntarily, we would need to convert our certification under
CLIA to a certificate of compliance (or to a certificate of accreditation with another accreditation organization) in order to
maintain our ability to perform clinical testing and to continue commercial operations. Whether we would be able to
successfully maintain operations through either of these alternatives would depend upon the facts and circumstances
surrounding termination of our CAP accreditation, such as whether any deficiencies were identified by CAP as the basis for
termination and, if so, whether these were addressed to the satisfaction of the surveyors for the CLIA program (or another
accrediting organization). The failure to comply with CLIA requirements can result in enforcement actions, including the
revocation, suspension, or limitation of our CLIA certificate of accreditation, as well as a directed plan of correction, state on-
site monitoring, civil money penalties, civil injunctive suit and / or criminal penalties. We must maintain CLIA compliance and
certification to be eligible to bill for tests provided to Medicare beneficiaries and to some patients covered by commercial
payors . If we were to be found out of compliance with CLIA program requirements and subjected to sanctions, our business
and reputation could be harmed. Even if it were possible for us to bring our laboratory back into compliance, we could incur
significant expenses and potentially lose revenue in doing so. We are also required to maintain a license to conduct testing in
California. California laws establish standards for day- to- day operation of our clinical reference laboratory, including the
training and skills required of personnel and quality control. In addition, our clinical reference laboratory is licensed on a
product- specific basis by New York as an out of state laboratory and our testing products, as LDTs, must be approved by the
NYSDOH on a product- by- product basis before they are offered in New York. We are also subject to periodic inspection by
the NYSDOH and required to demonstrate ongoing compliance with NYSDOH regulations and standards. To the extent
NYSDOH identified any non- compliance and we are unable to implement satisfactory corrective actions to remedy such non-
compliance, the State of New York could withdraw approval for our testing products. New York law also mandates proficiency
testing for laboratories licensed under New York state law, regardless of whether or not such laboratories are located in New
York. Moreover, several other states require that we hold licenses to test specimens from patients in those states. Other states
may have similar requirements or may adopt similar requirements in the future. Although we have obtained licenses from states
where we believe we are required to be licensed, we may become aware of other states that require out- of- state laboratories to
obtain licensure in order to accept specimens from the state, and it is possible that other states currently have such requirements
or will have such requirements in the future. If we were to lose our CLIA accreditation or California license, whether as a result
of a revocation, suspension or limitation, we would no longer be able to sell our testing products, which would limit our revenue
and harm our business. If we were to lose our license or fail to obtain or maintain NYSDOH approval for our laboratory
developed tests in New York or if we were to lose our license in other states where we are required to hold licenses, we would
not be able to test specimens from those states, which would limit our revenue. We conduct business in a heavily regulated
industry. Complying with the numerous statutes and regulations pertaining to our business is expensive and time- consuming,
and any failure by us, our consultants or commercial partners to comply could result in substantial penalties. Our industry and
our operations are heavily regulated by various federal, state, local and foreign laws and regulations, and the regulatory



environment in which we operate could change significantly and adversely in the future. These laws and regulations currently
include, among others: « CLIA” s and CAP” s regulation of our laboratory activities , as well as state licensure laws and
regulations ; « FDA laws and regulations that apply rineluding-butnottimited-to requirementsfor-offering-medical devices
such as our companion diagnostics and other IVDs as well as LDTs , following the July 2024 effective date of the agency’
s LDT final rule ; * federal and state laws and standards affecting reimbursement by government payors, including certain
coding requirements to obtain reimbursement and certain payment mechanisms for clinical laboratory services resulting from
PAMA; « HIPAA and HITECH, which establish comprehensive federal standards with respect to the privacy and security of
PHI, and requirements for the use of certain standardized electronic transactions with respect to transmission of such
information, as well as similar laws protecting other types of personal information; ¢ state laws governing the maintenance of
personally identifiable information of state residents, including medical information, and which impose varying breach
notification requirements, some of which allow private rights of action by individuals for violations and also impose penalties
for such violations; ¢ the federal Anti- Kickback Statute, which generally prohibits knowingly and willfully offering, paying,
soliciting or receiving remuneration, directly or indirectly, in return for or to induce a person to refer to an individual any good,
facility, item or service that is reimbursable under a federal healthcare program; ¢ the federal Stark Law, which generally
prohibits a physician from making a referral for certain designated health services covered by Medicare or Medicaid, including
laboratory and pathology services, if the physician or an immediate family member has a financial relationship with the entity
providing the designated health services; « the federal False Claims Act, which imposes up to treble damages and per- claim
civil penalties, and provides for civil whistleblower or qui tam actions, against individuals or entities for knowingly presenting,
or causing to be presented, to the federal government, claims for payment that are false or fraudulent or making a false statement
to avoid, decrease or conceal an obligation to pay money to the federal government; * the CMP federal-Civi-MenetaryRenalttes
Law, which generally prohibits, among other things, the offering or transfer of remuneration to a Medicare or Medicaid
beneficiary if it is likely to influence the beneficiary’ s selection of a particular provider, practitioner or supplier of services
reimbursable by Medicare or Medicaid; « EKRA, which imposes criminal penalties for knowing and willful payment or offer, or
solicitation or receipt, of any remuneration, whether directly or indirectly, overtly or covertly, in cash or in kind, in exchange for
the referral or inducement of laboratory testing (among other healthcare services) covered by healthcare benefit programs
(including commercial insurers) unless a specific exception applies; ¢ the ACA, which, among other things, establishes a
requirement for providers and suppliers to report and return any overpayments received from the Medicare and Medicaid
programs; ¢ other federal and state fraud and abuse laws, such as anti- kickback laws, prohibitions on self- referral, fee- splitting
restrictions, insurance fraud laws, anti- markup laws, prohibitions on the provision of tests at no or discounted cost to induce
physician or patient adoption and false claims acts, some of which may extend to services reimbursable by any third- party
payor, including private payors; ¢ the prohibition on reassignment of Medicare claims and other Medicare and Medicaid billing
and coverage requirements; ¢ state laws that prohibit other specified healthcare practices, such as billing physicians for tests that
they order, waiving coinsurance, copayments, deductibles and other amounts owed by patients, business corporations practicing
medicine or employing or engaging physicians to practice medicine and billing a state Medicaid program at a price that is higher
than what is charged to one or more other payors; * the FCPA, and applicable foreign anti- bribery laws; ¢ federal, state and
local regulations relating to the handling and disposal of regulated medical waste, hazardous waste and biohazardous waste and
workplace safety for healthcare employees; * laws and regulations relating to health and safety, labor and employment, public
reportlng, taxation and other areas appllcable to bu%meq%es generally, all of which are subject to change rineladingforexample;

ses-te ; d+inD ; and ¢ similar foreign laws and
regulatlonq that apply to us in the countries in which we operate or may operate in the future Various federal and state laws,
such as the Sunshine Act and state gift bans, that apply to medical device manufacturers could extend to our clinical
reference laboratory now that FDA will actively regulate LDTs as medical devices pursuant to the 2024 final rule, and
clinical laboratories offering and furnishing LDTs are considered to be device manufacturers as a result. We are in the
process of evaluating whether and to what extent those kinds of medical device- specific state requirements may be
applicable to our operations . Any future growth of our business, including, in particular, continued reliance on consultants,
commercial partners and other third parties, may increase the potential for violating these laws. In some cases, our risk of
violating these or other laws and regulations is further increased because of the lack of their complete interpretation by
applicable regulatory authorities or courts, and their provisions are thus open to a variety of interpretations. We have adopted
policies and procedures designed to comply with these laws and regulations and, in the ordinary course of our business, we
conduct internal reviews of our compliance with these laws. Our compliance is also subject to review by applicable government
agencies. However, these laws and regulatlonq are %ubj ect to change and addmonal 1nterpretat10n and guldance from regulatory
authormeq It is possible W8 atng

et-hefeel-leeﬁeﬁ—sﬁes-efour bus1ness act1v1t1es seufees—sueh—as—mebﬁe—plﬁebetefmsfs—t-hat—could be sub]ect to challenge under
one or more expenstve-of such laws. Such a challenge, regardless of the outcome, could have a material adverse effect on
our business, business relationships, reputation, financial condition and results of operations. Although and-- an fess
eenveﬂteﬁt—effectlve comphance program can mltlgate the risk of investigation and prosecution for violations of patients;
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cannot be entlrely ehmlnated leen the complexity of these existing and changing rules and regulations, it is not always
possible to identify and deter misconduct by employees, distributors, consultants and commercial partners 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 government investigations or other actions or lawsuits stemming from a failure to comply with applicable
laws or regulations. Additionally, we are subject to the risk that a person or government could allege such fraud or other
misconduct, even if none occurred. For additional information see the risk factor below entitled “ We have preViously and may
again in the future be required to modify our busmess practlces pay fines, 1ncur s1gn1ﬁcant expenses or experlence losses due to
htlgatlon or governmental 1nvest1gat10ns y 6 0 S Ot—¥ v eta

d—Any action agalnst us for V101at10n of these
laws even 1f we successfully defend agalnst it, could cause us to incur s1gn1ﬁcant legal expenses and divert our management’ s
attention from the operation of our business. Moreover, achieving and sustaining compliance with these laws may prove costly.
If we or our operations, or any of the rheumatologists or entities with whom we do business are found to be in violation of any of
the laws described above or any other governmental regulations that apply to us, we may be subject to significant penalties,
including administrative, civil and / or criminal penalties, damages, fines, disgorgement, individual imprisonment, exclusion
from participation in U. S. federal or state healthcare programs, such as Medicare and Medicaid, and similar programs outside
the United States, a corporate integrity agreement or other agreement to resolve allegations of non- compliance with these laws,
and the curtailment or restructuring of our operations, any of which could materially adversely affect our ability to operate our
business and our financial results. To the extent that any of our testing products are sold in a foreign country, we may be subject
to similar foreign laws and regulations, which may include, for instance, applicable post- marketing requirements, including
safety surveillance, anti- fraud and abuse laws, and implementation of corporate compliance programs and reporting of payments
or transfers of value to healthcare professionals. If we use hazardous materials in a manner that causes contamination or injury,
we could be liable for resulting damages. We are subject to federal, state and local laws, rules and regulations governing the use,
discharge, storage, handling and disposal of biological material, chemicals and waste. We cannot eliminate the risk of accidental
contamination or injury to employees or third parties from the use, storage, handling or disposal of these materials. In the event
of contamination or injury, we could be held liable for any resulting damages, remediation costs and any related penalties or
fines, and any liability could exceed our resources or any applicable insurance coverage we may have. The cost of compliance
with these laws and regulations may become significant, and our failure to comply may result in substantial fines or other
consequences, either of which could negatively affect our operating results. From time to time and in the ordinary course of our
business, we have been and may be subject to litigation or governmental investigation on a variety of matters in the United
States or foreign jurisdictions, including, without limitation, regulatory, intellectual property, product liability, antitrust,
consumer, false claims, whistleblower, qui tam, privacy, anti- kickback, anti- bribery, environmental, commercial, securities and
employment litigation and claims and other legal proceedings that may arise from the conduct of our business. Our activities
relating to our products and services are subject to extensive regulation in the United States and foreign jurisdictions. Like many
companies in our industry, we have in the ordinary course of business received inquiries, subpoenas, civil investigative
demands, and other types of information requests from government authorities. In addition, any litigation or government
investigation generally, diverts the attention of our management team and resources from our core business and limits the time
and attention of our management team otherwise available to devote to our business. Government investigation and litigation in
general may cause us to incur significant expenses, to experience significant losses, and, as a result of such matters, we may also
be required to materially alter the conduct of our operations or pay significant penalties. For example, pursuant to a settlement
agreement, we made a single lump- sum remittance to the government in the amount of $ 0. 7 million plus interest in October
2023, the U. S. Attorney’ s Office dismissed this “ covered conduct ” in the qui tam with prejudice, while non- covered conduct
was dismissed without prejudice. The Department of Justice excused itself from the case in connection with the settlement.
In November 2023, the complaint was unsealed and served on Exagen. Exagen filed a motion to dismiss the complaint. In
February 2024, the relator filed a motion for leave to amend the complaint. Exagen opposed this motion, and all motions are
still pending. Fhe-While we cannot predict when these matters will be resolved, the Company intends to vigorously defend
against the claims being asserted in the complaint. Any of these circumstances may adversely affect our business, prospects,
reputation and results of operations. We are subject to U. S. and certain foreign export and import controls, sanctions,
embargoes, anti- corruption laws and anti- money laundering laws and regulations. Compliance with these legal standards could
impair our ability to compete in domestic and international markets. We can face criminal liability and other serious
consequences for violations, which can harm our business. We are subject to export control and import laws and regulations,
including the U. S. Export Administration Regulations, U. S. Customs regulations, various economic and trade sanctions
regulations administered by the U. S. Treasury Department’ s Office of Foreign Assets Controls, the FCPA, the U. S. domestic
bribery statute contained in 18 U. S. C. § 201, the U. S. Travel Act, the USA PATRIOT Act, and other state and national anti-
bribery and anti- money laundering laws in the countries in which we conduct activities. Anti- corruption laws are interpreted
broadly and prohibit companies and their employees, agents, contractors and other collaborators from authorizing, promising,
offering, or providing, directly or indirectly, improper payments or anything else of value to recipients in the public or private
sector. We may engage third parties to sell our testing products outside the United States, to conduct clinical trials, and / or to



obtain necessary permits, licenses, patent registrations and other regulatory approvals. We have direct or indirect interactions
with officials and employees of government agencies or government- affiliated hospitals, universities and other organizations.
We can be held liable for the corrupt or other illegal activities of our employees, agents, contractors, and other collaborators,
even if we do not explicitly authorize or have actual knowledge of such activities. Any violations of the laws and regulations
described above may result in substantial civil and criminal fines and penalties, imprisonment, the loss of export or import
privileges, debarment, tax reassessments, breach of contract and fraud litigation, reputational harm and other consequences. The
FDA may disagree with our assessment that our AVISE ® test products and any other tests we may develop are LDTs eligible
for enforcement discretion and determine that such test products are fully medieal-devieessubject to active compliance
enforcement under the FDCA and FDA regulations. The FDA regulates any diagnostic test that meets the definition of a
medical device, except under specific, narrow circumstances. The FDCA defines a medical device as ““ an instrument, apparatus,
implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including a component part, or
accessory which is, among other things: intended for use in the diagnosis of disease or other conditions, or in the cure,
mitigation, treatment, or prevention of disease, in man or other animals and which does not achieve its primary intended
purposes through chemical action within or on the body of man or other animals and which is not dependent upon being
metabolized for the achievement of any of its primary intended purposes. ”” By this definition, in vitro reagents and diagnostic
tests are considered medical devices. Specifically, the FDA defines an IVD as “ reagents, instruments, and systems intended for
use in the diagnosis of disease or other conditions, including a determination of the state of health, in order to cure, mitigate,
treat, or prevent disease or its sequelae. ” Therefore, the FDA generally considers diagnostic testing products to be IVDs subject
to the agency’ s regulatory requirements for I'VDs. Hewewver-Historically , the FDA has-had generally exercised its enforcement
discretion and not enforced applicable regulations with respect to LDTs, which are IVDs that are designed, manufactured, and
used within a single high- complexity CLIA- certified laboratory. We believe that all of our AVISE ® test products are LDTs, as
are our near- term pipeline candidate tests. If the FDA were to disagree with our conclusion that our AVISE ® test products fall
within the scope of the agency’ s LDT definition and determines that the AVISE ® tests are thus subject to FDA’ s medical
device authorities and implementing regulations, we would become immediately subject to extensive regulatory requirements
and may be required to stop selling our existing tests or refrain from launching any other tests we may develop. In particular, the
FDA may require us to obtain PMAs-er-anothertype-of-deviee-marketing authorization in-erder-for each of us-to-eommeretalize
our AVISE ® tests in order for use to commercialize them . The premarket review process for diagnostic testing products can
be lengthy, expensive, time- consuming, and unpredictable. As part of the process to prepare regulatory submissions for FDA
review, we may be required to conduct formal clinical trials before applying for commercial marketing authorization.
Performing additional, new nonclinical studies or clinical trials in order to obtain product approval from the FDA, if any were to
become necessary, would take a significant amount of time and would substantially delay our ability to commercialize our
AVISE ® tests, all of which would adversely impact our business. While we believe that we are currently in material
compliance with applicable laws and regulations as historically enforced by the FDA with respect to LDTs, we cannot assure
you that the FDA will agree with our determination. Any finding by the FDA or another regulatory authority that we have
violated these laws and regulations, or a public announcement that we are being investigated for possible violations, could
adversely affect our business, prospects, results of operations or financial condition. Fhe-Planned changes in the way that the
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develop in —whteh—ma—y—mem&se—the future €S condueting 0 tse-ha etr-bustress-. We currently market our
AVISE ® tests as LDTs and may, in the future, market othel tests as LDT% Al-t-heugh—h—tsteﬂe&}}y—Hlstorlcally the FDA had
exercised has-apphed-apotiey-ofenforcement discretion with respect to mest LDTs and generally had whefeby—t-he—F-BA—dees
not generally-actively-enforee-itsregulatoryrequired laboratories that furnish LDTs to comply with the agency’ s

requirements for suehtests-medical devices (e. g. . establishment registration, device listing, quality system regulations,
premarket clearance or approval, and post- market controls). However, in Oetober-May 2623-2024 , the FDA issued a
propesed-final rule to regulate LDTs under the current medical device framework and phasing out its existing enforcement
discretion policy for this category of diagnostic tests over several years. The effective date of the agency’ s final rule was
July 5, 2024 . The agency’ s preposat-alse-inetudes-a-planto-final rule provides that the LDT enforcement policy phase - out
process will occur in gradual stages over a total period of four years, with premarket approval applications for high- risk
tests to be submitted by the 3. 5- year mark. Moderate- risk and low- risks tests are expected to be in compliance at the
four- year mark, although FDA has stated that if premarket submissions are pending review its- it will continue to
exercise enforcement discretion with respect to those tests. The FDA’ s final rule is complex and, concurrently, the
agency announced several exceptions from the requirement to comply with full medical device regulatory controls,
depending upon the specific nature of the LDT and the clinical laboratory that is offering such LDT for use by health
care providers. Of potential relevance is the agency’ s position on LDTSs that were marketed prior to the official
publication date of the final rule. Such “ eurrent-currently marketed > tests are subject to many of the device regulatory
controls but are exempted from the premarket review and FDA authorization requirements (unless or until significant
modifications are made to such “ currently marketed * tests). Similarly, FDA has created a partial enforcement discretion
policy everseveral-yeats-for tests approved by the New York State Clinical Laboratory Evaluation Program whereby
such tests also do not need to undergo FDA premarket review but must come into compliance with all other device
general controls in a stagged fashion between 2025 and 2027 . We have begun the process of evaluating the final rule’ s
potential impact on our tests, as well as our operations and business more generally. On May 29, 2024, the American



Clinical Laboratory Association (ACLA) and one of its members filed a complaint against the FDA in the Eastern
District of Texas, alleging that the agency does not have authority to promulgate the LDT final rule and seeking to vacate
the FDA’ s action. A second lawsuit was also filed against FDA by the Association for Molecular Pathology (AMP) on
August 19, 2024 in the Southern District of Texas, and subsequently the two cases were consolidated into a single action
pending in the Eastern District of Texas. Briefing is ongoing in the consolidated case, and the outcome of such litigation is
uncertain. The litigation could potentially affect FDA’ s plans to implement these new LDT requirements, making the
potential implementation timeline somewhat uncertain, although no preliminary injunction has been issued to date.
Accordingly, the agency has continued its implementation efforts by actively providing guidance and training to clinical
laboratories on how to comply with medical device general controls. Affected stakeholders also continue to press for a
comprehensive legislative solution to create a harmonized paradigm for oversight of LDTs by both the FDA and CMS,
instead of implementation of the FDA’ s final rule, which may be disruptive to the industry and to patient access to
certain diagnostic tests. However, This-this FDA rulemaking was initiated after years of failed congressional attempts to
harmonize 1hc IL(’Llllel\ pdmdwms dppllk,dblC to LDTs and other IVDs -rn—vrt-re—d-t&gﬂest-te—tests- maklng as—d-tsettssed—furt-her
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object to 1hc mclhods and malumls we use to promote our lcsts dnd initiate enl(ncemenl against us, w lll(,ll u)uld adv usel\ affect
our business and financial condition. The FTC and / or state enforcement or regulatory agencies (including but not limited to the

offices of state attorneys general) may object to the materials and methods we use to promote our current tests or other LDTs we
may develop in the future, including with respect to the product claims in our promotional materials, and may initiate



enforcement actions against us. Enforcement actions by the FTC may include, among others, injunctions, civil penalties and
equitable monetary relief. Actual or perceived failures to comply with applicable data protection, privacy and security laws,
regulations, standards and other requirements could materially and adversely affect our business, results of operations and
financial condition. Any failure or perceived failure by us to comply with federal or state laws or regulations, our internal
policies and procedures or our contracts governing our use and disclosures of personal information could result in negative
publicity, government investigations and enforcement actions including significant penalties, claims by third parties, and
damage to our reputation, any of which could have a material adverse effect on our operations, financial performance and
business. Failure to comply with HIPAA, the HITECH Act, their implementing regulations and similar comparable state laws
and regulations affecting the transmission, security and privacy of health information could result in significant penalties or
private litigation . Numerous federal, state and foreign laws and regulations, including HIPAA and the HITECH Act in the
United States , govern the collection, dissemination, disclosure, security, use and confidentiality of individually identifiable
health information health—related-and , in many cases, other personal information. HIPAA and the HITECH Act require us to
comply with standards for the use and disclosure of PHI within our company and with respect to third parties. The privacy,
security and breach notification rules promulgated under HIPAA, as amended by the HITECH Act, Standards for Privacy of
Individually Identifiable Health Information (Privacy Standards) and the Security Standards for the Protection of Electronic
Protected Health Information (Security Standards) under HIPAA establish a set of basic national privacy and security standards
for the protection of individually identifiable health information by Covered Entities and their Business Associates. HIPAA
requires Covered Entities, such as us, to develop and maintain policies and procedures with respect to individually identifiable
health information that is used or disclosed, including the adoption of administrative, physical and technical safeguards to
protect the privacy and security of such information. HIPAA also requires us to provide individuals with certain rights with
respect to their PHI. If we engage a Business Associate to help us carry out healthcare activities and functions, we must have a
written Business Associate contract or other arrangement with the Business Associate that establishes specifically what the
Business Associate has been engaged to do and reguires-obligates the Business Associate to comply with the-HIPAA
requirements of HEPAA-. Further, in the event of a breach of unsecured PHI we must notify each individual whose PHI is
breached as well as federal regulators and in some cases, must publicize the breach in local or national media. HIPAA also
includes standards for common healthcare electronic transactions and code sets, such as claims information, plan eligibility,
payment information and the use of electronic signatures, and privacy and electronic security of individually identifiable health
information. Covered Entities, such as certain healthcare providers, are required to conform to such transaction set standards,
known as the Standards for Electronic Transactions, pursuant to HIPAA. Submission of electronic healthcare claims and
payment transactions that do not comply with the HIPAA electronic data transmission standards could result in delayed or
denied payments. In the conduct of our business, we process, maintain, and transmit sensitive data, including PHI. There can be
no assurance that a material breach of privacy or security will not occur. If there is a breach, we could be subject to various
lawsuits, penalties and damages and may be required to incur costs to mitigate the impact of the breach on affected individuals
such that our business may be materially and adversely affected . Penalties for failure to comply with HIPAA requirements
are substantial and could include corrective action plans and / or the imposition of civil or criminal penalties. HIPAA also
authorizes state attorneys general to file suit under HIPAA on behalf of state residents. Courts can award damages, costs and
attorneys’ fees related to violations of HIPAA in such cases. While HIPAA does not create a private right of action allowing
individuals to sue us in civil court for HIPAA violations, its standards have been used as the basis for a duty of care claim in
state civil suits such as those for negligence or recklessness in the misuse or breach of PHI. Additionally, certain states have
adopted comparable privacy and security laws and regulations, some of which may apply more broadly or be more stringent
than HIPAA. For example, the CCPA, which went into effect on January 1, 2020, gives California residents expanded rights to
access and delete their personal information, opt out of certain personal information sharing, and receive detailed information
about how their personal information is used. The CCPA provides for civil penalties for violations, as well as a private right of
action for data breaches that is expected to increase data breach litigation. Further, the CPRA went into effect in California
amending the CCPA and may increase our compliance costs and potential liability, imposes additional data protection
obligations on covered businesses, including additional consumer rights processes, limitations on data uses, new audit
requirements for higher risk data and adds opt outs for certain uses of sensitive data. It also created a new regulatory authority,
the California Privacy Protection Agency (CPPA), which is authorized to issue substantive regulations and could result in
increased privacy and information security enforcement. In the event that we are subject to or affected by HIPAA, the CCPA,
the CPRA or other domestic privacy and data protection laws (for example Virginia' s Consumer Data Protection Act and other
similar laws that recently went into effect in in other states, such as Utah, Colorado, Connecticut, Delaware, Florida, Indiana,
lowa, Montana, Oregon, Tennessee, and Texas or Washington' s" My Health My Data" Act ), any liability from failure to
comply with the requirements of these laws could adversely affect our financial condition. In Europe, the GDPR went into effect
in May 2018 and imposes strict requirements for processing the personal data of individuals within the EEA. Companies that
must comply with the GDPR face increased compliance obligations and risk, including more robust regulatory enforcement of
data protection requirements and potential fines for noncompliance of up to € 20 million or 4 % of the annual global revenues of
the noncompliant company, whichever is greater. Among other requirements, the GDPR regulates transfers of personal data
subject to the GDPR to -t-h-rfd—countrles outs1de of the EEA that have not been found to provrde adequate protectron to such
personal data inelud d v ;
-t-he—U-m-ted—States—refn&ms—uﬁeeftatﬂ- In Fer—exa-m-p-}e—m—2016 the EU and Umted States agreed t0 a transfer framework for data
transferred from the EU to the United States, called the Privacy Shield, but the Privacy Shield was invalidated in July 2020 by
the Court of Justice of the EU. In July 2023, however, the European Commission adopted an adequacy decision for a new
mechanism for transferring data from the EU to the United States — the EU- US Data Privacy Framework, which provides EU




individuals with several new rights, including the right to obtain access to their data, or obtain correction or deletion of incorrect
or unlawfully handled data. The adequacy decision followed the signing of an executive order introducing new binding
safeguards addressing the reasons behind the Court of Justice of the EU” s invalidation of the original Privacy Shield. The
European Commission will continually review developments in the United States along with its adequacy decision —Hewever-,
and the adequacy decision could be altered or withdrawn. fatare-Future actions of EU data protection authorities and the
potential impacts on data transfers arc difficult to predict. Relatedly, following the United Kingdom’ s withdrawal from the
EU, the GDPR was implemented in the United Kingdom as the U. K. GDPR. The U. K. GDPR sits alongside the amended U.
K. Data Protection Act 2018, which implements certain derogations in the EU GDPR into U. K. law. The U. K. GDPR mirrors
the fines under the GDPR, i. e., fines up to the greater of € 20 million (£ 17. 5 million) or 4 % of annual global turnover. In June
0f 2021, the European Commission issued a decision, which will sunset on June 27, 2025 without further action, that the United
Kingdom ensures an adequate level of protection for personal data transferred under the EU GDPR from the EU to the United
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fegislative-framework-. The regulatory framework governing the collection, storage, use and sharing of certain information,
particularly financial and other personal information, is rapidly evolving and is likely to continue to be subject to uncertainty and
varying interpretations. Additionally, increasing concerns about health information privacy have recently prompted the federal
government to issue guidance taking a newly expansive view of the scope of the laws and regulations that they enforce. It is
possible that these laws may be interpreted and applied in a manner that is inconsistent with our existing practices. Any failure
or perceived failure by us, or any third parties with which we do business, to comply with our privacy policies, changing
expectations, evolving laws, rules and regulations, industry standards or contractual obligations to which we or such third parties
are or may become subject, may result in actions or other claims against us by governmental entities or private actors, the
expenditure of substantial costs, time and other resources or the incurrence of significant fines, penalties or other liabilities. In
addition, any such action, particularly to the extent we were found to be guilty of violations or otherwise liable for damages,
would damage our reputation and adversely affect our business, financial condition and results of operations. Although we work
to comply with applicable laws, regulations and standards, our contractual obligations and other legal obligations, these
requirements are evolving and may be modified, interpreted and applied in an inconsistent manner from one jurisdiction to
another and may conflict with one another or other legal obligations with which we must comply. Any failure or perceived
failure by us or our employees, representatives, contractors, consultants, collaborators, or other third parties to comply with such
requirements or adequately address privacy and security concerns, even if unfounded, could result in additional cost and liability
to us, damage our reputation and adversely affect our business and results of operations. Our future growth may depend, in part,
on our ability to operate in foreign markets, where we would be subject to additional regulatory burdens and other risks and
uncertainties. Our future growth may depend, in part, on our ability to develop and commercialize our testing products in foreign
markets. We are not permitted to market or promote any of our testing products before we receive regulatory approval from
applicable regulatory authorities in foreign markets, and we may never receive such regulatory approvals for any of our testing
products. To obtain separate regulatory approval in many other countries, we and our collaborators and service providers must
comply with numerous and varying regulatory requirements regarding safety and efficacy and governing, among other things,
clinical trials, commercial sales, pricing and distribution of our testing products. If we obtain regulatory approval of our testing
products and ultimately commercialize our testing products in foreign markets, we would be subject to additional risks and
uncertainties, including any or all of the following: « different regulatory requirements for approval of IVDs in foreign countries;
« reduced protection for intellectual property rights; « the existence of additional third- party patent rights of potential relevance
to our business; * unexpeeted-changes in tariffs, trade barriers and regulatory requirements; ¢ economic weakness, including
inflation, or political instability in particular foreign economies and markets; « compliance with tax, employment, immigration
and labor laws for employees living or traveling abroad; ¢ foreign currency fluctuations, which could result in increased
operating expenses and reduced revenue and other obligations incident to doing business in another country; ¢ inflationary
pressures, such as those the global market is currently experiencing, which have and may increase costs for materials, supplies,
and services; ¢ foreign reimbursement, pricing and insurance regimes; * workforce uncertainty in countries where labor unrest is
common; ¢ production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad,
and ¢ business interruptions resulting from geopolitical actions, including war and terrorism, such as current conflicts in Ukraine
and the Middle East; natural disasters which may be exacerbated due to climate change, including earthquakes, typhoons, floods
and fires; outbreak of disease; boycotts; or other business restrictions. Risks Related to our Intellectual Property If we are unable
to maintain intellectual property protection, our competitive position could be harmed. Our ability to protect our technologies,
such as the AVISE ® Lupus test-platform , affects our ability to compete and to achieve sustained profitability. We rely on a
combination of U. S. and foreign patents and patent applications, copyrights, trademarks and trademark applications, and
contractual restrictions to protect our intellectual property rights. We cannot be certain that the claims in our granted patents and
pending patent applications covering our AVISE ® testing products will be considered patentable or enforceable by the United
States Patent and Trademark Office (the USPTO) courts in the United States, or by patent offices and courts in foreign
countries. 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. We apply for patents
covering our testing products and technologies and uses thereof, as we deem appropriate, however we may fail to apply for
patents on important testing products and technologies in a timely fashion or at all, or we may fail to apply for patents in
potentially relevant jurisdictions, or we may cease our prosecution and maintenance of patents in potentially relevant
jurisdictions. Currently, we have an exclusive license to +2-twe issued U. S. patents, one U. S. Patent-patent Cooperation-Treaty
application, and certain corresponding foreign counterpart patents, relevant to our AVISE ® testing products. We own five



issued U. S. patents, six-three pending U. S. patent applications, ene-pending-U—S—provisional-patentappheation-and certain

corresponding forelgn counterpart patents relevant to our AVISE ® testing products. While we intend to pursue additional
patent applications, it is possible that our pending patent applications and any future applications may not result in issued
patents. Even if such patents do successfully issue, third parties may challenge the validity, enforceability or scope thereof,
which may result in such patents being narrowed, invalidated or held unenforceable. Any successful opposition to our patents
could deprive us of exclusive rights necessary for the further development of our AVISE ® testing products. Furthermore, even
if they are unchallenged, our patents may not adequately protect our intellectual property, provide exclusivity for our AVISE ®
testing products or prevent others from designing around our claims. We might not have been the first to make the inventions
covered by each of our pending patent applications and we might not have been the first to file patent applications for these
inventions. To determine the priority of these inventions, we may have to participate in interference proceedings, derivation
proceedings or other post- grant proceedings declared by the USPTO that could result in substantial cost to us. No assurance can
be given that our patent applications will have priority over other patent applications. In addition, recent changes to the patent
laws of the United States allow for various post- grant opposition proceedings that have not been extensively tested, and their
outcome is therefore uncertain. Furthermore, if third parties bring these proceedings against our patents, we could experience
significant costs and management distraction. We previously held licenses to five patent families related to CB- CAPs
technology from the-Untversity-of Pittsburgh-CUPitt 3 We have terminated these license agreements (related to U. S. Patent
Nos. 7,361,517 737,390, 631 55 7, 585, 640 55 7, 588, 905 55 8, 080, 382 53 8, 126, 654, and foreign equivalents thereof),
effective March 22, 2024, and as a result may face increased competition with respect to the portion of our testing products
previously protected by these patents. In addition to the protection afforded by patents, we rely on trade secret protection and
confidentiality agreements to protect proprietary know- how that is not patentable, or that we elect not to patent, processes for
which patents are difficult to enforce and any other elements of our AVISE ® testing products and development processes that
involve proprietary know- how, information or technology that is not covered by patents. However, trade secrets can be difficult
to protect. While we use commercially reasonable efforts to protect our trade secrets, our licensors, employees, consultants,
contractors and other advisors may unintentionally or willfully disclose such trade secret information to third parties and
competitors. We attempt to protect our proprietary technology in large part by entering into confidentiality and non- disclosure
agreements with our employees, consultants and other contractors. We cannot assure you, however, that these agreements will
not be breached, that we will have adequate remedies for any breach or that competitors will not know of, or independently
discover, our trade secrets. We cannot assure you that others will not independently develop substantially equivalent proprietary
information or be issued patents that may prevent the sale of our testing products, technologies, services or know- how or
require licensing and the payment of significant fees or royalties by us in order to produce our testing products, technologies or
services. Further, we cannot be certain that the steps we have taken will prevent the misappropriation of our trade secrets and
other confidential information. Monitoring unauthorized disclosure is difficult, and we do not know whether the steps we have
taken to prevent such disclosure are, or will be, adequate. If we were to enforce a claim that a third party had illegally obtained
and was using our trade secrets, it would be expensive and time consuming, and the outcome would be unpredictable. In
addition, courts outside the United States may be less willing to protect trade secrets. If we are unable to prevent unauthorized
material disclosure of our trade secrets and other confidential information to third parties, and in particular in jurisdictions where
we have not filed for patent protection, we may not be able to establish or maintain a competitive advantage in our market,
which could materially adversely affect our business, operating results and financial condition. Certain of our testing products
utilize unpatented technology that is publicly available and can be used by our competitors. Certain of our AVISE ® testing
products, such as AVISE ® CTD, utilize both patented technology and publicly available technology that is not protected by
patents or other intellectual property rights. We believe that using certain publicly available technology allows us to offer a
better and more comprehensive testing product. However, the publicly available technology which we rely upon is also used in,
and may continue to be used in, products which compete with our AVISE ® testing products. Our competitors may
independently develop competing diagnostic products and services that do not infringe our intellectual property. Changes in U.
S. patent law could diminish the value of patents in general, thereby impairing our ability to protect our AVISE ® testing
products. Our success is heavily dependent on intellectual property, particularly on obtaining and enforcing patents. Obtaining
and enforcing patents in the diagnostics industry involves both technological and legal complexity, and is therefore costly, time-
consuming and inherently uncertain. The United States has enacted and is currently implementing wide- ranging patent reform
legislation. Recent Supreme Court rulings have narrowed the scope of patent protection available in certain circumstances and
weakened the rights of patent owners in certain situations. In addition to increasing uncertainty with regard to our ability to
obtain patents in the future, this combination of events has created uncertainty with respect to the value of patents, once
obtained. Depending on decisions by the U. S. Congress, the federal courts and the USPTO, the laws and regulations governing
patents could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our existing
patents and patents that we might obtain in the future. We cannot predict the breadth of claims that may be allowed or enforced
in our patents or in third- party patents. We may not develop additional proprietary products, methods and technologies that are
patentable. Some of our intellectual property has been discovered through government funded programs and thus may be subject
to federal regulations such as “ march- in ” rights, certain reporting requirements and a preference for U. S.- based companies.
Compliance with such regulations may limit our exclusive rights, and limit our ability to contract with non- U. S. manufacturers.
Some of the intellectual property rights we have acquired or licensed or may acquire or license in the future may have been
generated through the use of U. S. government funding and may therefore be subject to certain federal regulations. For example,
some of the research and development work related to our CB- CAPs technology was funded by government research grants. As
a result, the U. S. government may have certain rights to intellectual property embodied in our testing products pursuant to the
Bayh- Dole Act of+986-Bayh-—Dete-Aet)- These U. S. government rights include a non- exclusive, non- transferable,



irrevocable worldwide license to use inventions for any governmental purpose. In addition, the U. S. government has the right,
under certain limited circumstances, to require us to grant exclusive, partially exclusive or non- exclusive licenses to any of these
inventions to a third party if it determines that: (i) adequate steps have not been taken to commercialize the invention; (ii)
government action is necessary to meet public health or safety needs; or (iii) government action is necessary to meet
requirements for public use under federal regulations (also referred to as “ march- in rights ). The U. S. government also has the
right to take title to these inventions if the grant recipient fails to disclose the invention to the government or fails to file an
application to register the intellectual property within specified time limits. Intellectual property generated under a government
funded program is also subject to certain reporting requirements, compliance with which may require us to expend substantial
resources. In addition, the U. S. government requires that any products embodying any of these inventions or produced through
the use of any of these inventions be manufactured substantially in the United States. This preference for U. S. industry may be
waived by the federal agency that provided the funding if the owner or assignee of the intellectual property can show that
reasonable but unsuccessful efforts have been made to grant licenses on similar terms to potential licensees that would be likely
to manufacture substantially in the United States or that under the circumstances domestic manufacture is not commercially
feasible. This preference for U. S. industry may limit our ability to contract with non- U. S. product manufacturers for products
covered by such intellectual property. To the extent any of our future intellectual property is also generated through the use of
U. S. government funding, the provisions of the Bayh- Dole Act may similarly apply. We may not be able to protect our
intellectual property rights throughout the world. Filing, prosecuting and defending patents on our AVISE ® testing products in
all countries throughout the world would be prohibitively expensive. Moreover, we believe that obtaining foreign patents may
be more difficult than obtaining domestic patents because of differences in patent laws and, accordingly, our patent position may
be stronger in the United States than abroad. In addition, the laws of some foreign countries do not protect intellectual property
rights in the same manner and to the same extent as laws in the United States. Various countries limit the subject matter that can
be patented and limit the ability of a patent owner to enforce patents in the medical and other related fields. This may limit our
ability to obtain or utilize those patents internationally. In order to manage our foreign patent costs and focus on the U. S.
market, we made the decision to cease the prosecution and maintenance of certain of our foreign patents and patent applications
related to our CB- CAPs technology, which is used in our AVISE ® testing products. Consequently, we may not be able to
prevent third parties from practicing our inventions in all countries outside the United States. Competitors may use our
technologies in jurisdictions where we have not obtained patent protection to develop their own products and further, may
export otherwise infringing products to territories where we have patent protection, but enforcement of such patent protection is
not as strong as that in the United States. These products may compete with our AVISE ® testing products and our patents or
other intellectual property rights may not be effective or sufficient to prevent them from competing. Many companies have
encountered significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal
systems of certain countries, particularly certain developing countries, do not favor the enforcement of patents, trade secrets and
other intellectual property protection, particularly those relating to biotechnology products, which could make it difficult for us
to stop the infringement of our patents or marketing of competing products in violation of our proprietary rights generally.
Proceedings to enforce our patent rights in foreign jurisdictions could result in substantial costs and divert our efforts and
attention from other aspects of our business, could put our patents at risk of being invalidated or interpreted narrowly, and could
provoke third parties to assert claims against us. We may not prevail in any lawsuits that we initiate and the damages or other
remedies awarded, if any, may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property
rights around the world may be inadequate to obtain a significant commercial advantage from the intellectual property that we
develop or license. The patent protection and patent prosecution for some of our testing products may be dependent on third
parties. We or our licensors may fail to identify patentable aspects of inventions made in the course of development and
commercialization activities before it is too late to obtain patent protection on them. Therefore, we may miss potential
opportunities to strengthen our patent position. It is possible that defects of form in the preparation or filing of our patents or
patent applications may exist, or may arise in the future, for example with respect to proper priority claims, inventorship, claim
scope or requests for patent term adjustments. If we or our licensors, whether current or future, fail to establish, maintain or
protect such patents and other intellectual property rights, such rights may be reduced or eliminated. If our licensors are not fully
cooperative or disagree with us as to the prosecution, maintenance or enforcement of any patent rights, such patent rights could
be compromised. If there are material defects in the form, preparation, prosecution or enforcement of our patents or patent
applications, such patents may be invalid and / or unenforceable, and such applications may never result in valid, enforceable
patents. Any of these outcomes could impair our ability to prevent competition from third parties, which may have an adverse
impact on our business. As a licensee of third parties, we rely on third parties to file and prosecute patent applications and
maintain patents and otherwise protect the licensed intellectual property under some of our license agreements. We have not had
and do not have primary control over these activities for certain of our patents or patent applications and other intellectual
property rights. We cannot be certain that such activities by third parties have been or will be conducted in compliance with
applicable laws and regulations or will result in valid and enforceable patents or other intellectual property rights. Pursuant to
the terms of the license agreements with some of our licensors, the licensors may have the right to control enforcement of our
licensed patents or defense of any claims asserting the invalidity of these patents and even if we are permitted to pursue such
enforcement or defense, we will require the cooperation of our licensors. We cannot be certain that our licensors will allocate
sufficient resources or prioritize their or our enforcement of such patents or defense of such claims to protect our interests in the
licensed patents. Even if we are not a party to these legal actions, an adverse outcome could harm our business because it may
permit other parties to compete with us. If any of our licensors or any of our future licensors or future collaborators fail to
appropriately prosecute and maintain patent protection for patents covering any of our testing products, our ability to develop
and commercialize those testing products may be adversely affected and we may not be able to prevent competitors from



making, using and selling competing products. In addition, even where we have the right to control patent prosecution of patents
and patent applications we have acquired or licensed from third parties, we may still be adversely affected or prejudiced by
actions or inactions of our predecessors or licensors and their counsel that took place prior to us assuming control over patent
prosecution. Our technology acquired or licensed from various third parties may be subject to retained rights. Our predecessors
or licensors often retain certain rights under their agreements with us, including the right to use the underlying technology for
noncommercial academic and research use, to publish general scientific findings from research related to the technology and to
make customary scientific and scholarly disclosures of information relating to the technology. It is difficult to monitor whether
our predecessors or licensors limit their use of the technology to these uses, and we could incur substantial expenses to enforce
our rights to our licensed technology in the event of misuse. If we are limited in our ability to utilize acquired or licensed
technologies, or if we lose our rights to critical in- licensed technology, we may be unable to successfully develop, out- license,
market and sell our testing products, which could adversely affect our business. Our business strategy depends on the successful
development of licensed and acquired technologies into commercial products. Therefore, any limitations on our ability to utilize
these technologies may impair our ability to develop, out- license or market and sell our testing products. We are a party to a
number of license agreements under which we are granted intellectual property rights that are important to our business. For
example, we license certain patent rights from AHN 7@MUBE-and JHU. Our existing license agreements impose various
regulatory and / or commercial diligence obligations, payment of milestones and / or royalties and other obligations. If we fail to
comply with our obligations under a license agreement, the license agreement may be terminated, in which event we would not
be able to further develop or market certain AVISE ® testing products. Additionally, we may not always have the first right to
maintain, enforce or defend our licensed intellectual property rights and, although we would likely have the right to assume the
maintenance, enforcement and defense of such intellectual property rights if our licensors do not, our ability to do so may be
compromised by our licensors’ acts or omissions. Licensing of intellectual property rights is of critical importance to our
business and involves complex legal, business and scientific issues. Disputes may arise between us and our licensors regarding
intellectual property rights subject to a license agreement, including the scope of rights granted under the license agreement and
other interpretation- related issues, and whether and the extent to which our technology and processes infringe on intellectual
property rights of the licensor that are not subject to the licensing agreement. If disputes over intellectual property rights that we
have licensed prevent or impair our ability to maintain our current licensing arrangements on acceptable terms, our business,
results of operations, financial condition and prospects may be adversely affected. We may enter into additional licenses in the
future and if we fail to comply with obligations under those agreements, we could suffer adverse consequences. Obtaining and
maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and other
requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-
compliance with these requirements. The USPTO and various foreign governmental patent agencies require compliance with a
number of procedural, documentary, fee payment and other similar provisions during the patent process. Periodic maintenance
fees, renewal fees, annuity fees and various other governmental fees on any issued patents and / or applications are due to be
paid to the USPTO and foreign patent agencies in several stages over the lifetime of the patents and / or applications. Our
outside counsel has systems in place to monitor deadlines to pay these fees and to remind us of these fees, and our outside
counsel employs an outside firm to pay these fees due to the USPTO and to foreign patent agencies based on our instructions. In
the aggregate, these fees can be cost prohibitive for an early- stage company. Accordingly, we made a financially- driven
decision to prioritize our payment of these fees and to allow certain of our applications to lapse, particularly with respect to our
ex- U. S. rights licensed from UPitt related to our CB- CAPs technology. The permanent lapse of certain of these ex- U. S. rights
may result in our patent position being stronger in the United States than abroad, such as in countries that are part of the
European Patent Convention, and third parties may be able to compete more effectively against us in countries outside the
United States, including in those countries that belong to the European Patent Convention. Additionally, while an inadvertent
lapse may sometimes be cured by payment of a late fee or by other means in accordance with the applicable rules, there are
situations in which noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or
complete loss of patent rights in the relevant jurisdiction. In such an event, our competitors might be able to enter the market
earlier than should otherwise have been the case, which would have a material adverse effect on our business. We may not be
successful in obtaining or maintaining necessary rights to product components and processes for our development pipeline
through acquisitions and in- licenses. Presently we have intellectual property rights, through licenses from third parties and
under patents that we own, related to our AVISE ® testing products. Because our programs may involve additional products that
require the use of proprietary rights held by third parties, the growth of our business will likely depend in part on our ability to
acquire, in- license or use these proprietary rights. We may be unable to acquire or in- license proprietary rights that we identify
as being necessary for our AVISE ® testing products. Even if we are able to obtain a license to such proprietary rights, it may be
non- exclusive, thereby giving our competitors access to the same technologies licensed to us. In that event, we may be required
to expend significant time and resources to develop or license replacement technology. The licensing and acquisition of third-
party proprietary rights is a competitive area, and companies, which may be more established, or have greater resources than we
do, may also be pursuing strategies to license or acquire third- party proprietary rights that we may consider necessary or
attractive in order to further develop our AVISE ® testing products. More established companies may have a competitive
advantage over us due to their size, cash resources and greater clinical development and commercialization capabilities. In
addition, companies that perceive us to be a competitor may be unwilling to assign or license rights to us, either on reasonable
terms, or at all. We also may be unable to license or acquire third- party intellectual property rights on terms that would allow us
to make an appropriate return on our investment, or at all. If we are unable to successfully obtain rights to required third- party
intellectual property rights on commercially reasonable terms, our ability to further develop our AVISE ® testing products and
our business, financial condition and prospects for growth could suffer. Third- party claims alleging intellectual property



infringement may prevent or delay our development efforts. Our commercial success depends in part on our avoiding
infringement of the patents and proprietary rights of third parties. There is a substantial amount of litigation, both within and
outside the United States, involving patents and other intellectual property rights in the diagnostics industry, as well as
administrative proceedings for challenging patents, including interference and reexamination proceedings before the USPTO or
oppositions and other comparable proceedings in foreign jurisdictions. The Leahy- Smith America Invents Act introduced new
procedures including inter partes review and post grant review. The implementation of these procedures brings the possibility of
third- party challenges to our patents and the outcome of such challenges could result in a loss or narrowing of our patent rights.
In such an event, our competitors might be able to enter the market earlier than should otherwise have been the case, which
would have a material adverse effect on our business. Numerous U. S. and foreign issued patents and pending patent
applications, which are owned by third parties, exist in the fields in which we are developing our AVISE ® testing products. As
the diagnostics industry expands and more patents are issued, the risk increases that our activities related to our AVISE ®
testing products may give rise to claims of infringement of the patent rights of others. We cannot assure you that any of our
current or future AVISE ® testing products will not infringe existing or future patents. Although we are not aware of any issued
patents that will prevent us from marketing our AVISE ® testing products, there may be third- party patents of which we are
currently unaware with claims to materials or methods of manufacture related to the use or manufacture of our AVISE ® testing
products. If a third party that owns such a patent asserts it successfully against one of our current or future AVISE ® testing
products, we may be unable to market our product, which could materially harm our business and because patent applications
can take many years to issue and may be confidential for 18 months or more after filing, there may be currently pending third-
party patent applications which may later result in issued patents that our AVISE ® testing products or our technologies may
infringe, or which such third parties claim are infringed by the use of our technologies. Parties making claims against us for
infringement or misappropriation of their intellectual property rights may seek and obtain injunctive or other equitable relief,
which could effectively block our ability to further develop one or more of our AVISE ® testing products. Defense of these
claims, regardless of their merit, would involve substantial expenses and would be a substantial diversion of employee resources
from our business. In the event of a successful claim of infringement against us, we may have to pay substantial damages,
including treble damages and attorneys’ fees if we are found to be willfully infringing a third party’ s patents, obtain one or more
licenses from third parties, pay royalties or redesign our infringing products, which may be impossible or require substantial
time and monetary expenditure. We cannot predict whether any such license would be available at all or whether it would be
available on commercially reasonable terms. Furthermore, even in the absence of litigation, we may need to obtain licenses
from third parties to advance our research or development of our AVISE ® testing products. We may fail to obtain any of these
licenses at a reasonable cost or on reasonable terms, if at all. In that event, we would be unable to further develop our AVISE ®
testing products, which could harm our business significantly. Even if we were able to obtain a license, the rights may be
nonexclusive, which may give our competitors access to the same intellectual property. In addition to infringement claims
against us, if third parties have prepared and filed patent applications in the United States that also claim technology to which
we have rights, we may have to participate in interference proceedings in the USPTO to determine the priority of invention.
Third parties may also attempt to initiate reexamination, post grant review or inter partes review of our patents in the USPTO.
We may also become involved in similar proceedings in the patent offices in other jurisdictions regarding our intellectual
property rights with respect to our AVISE ® testing products and technology. We may be involved in proceedings to protect or
enforce our patents or the patents of our licensors, which could be expensive, time- consuming and unsuccessful. Third parties
may infringe, misappropriate or otherwise violate our existing patents, patents that may be issued to us in the future, or the
patents of our licensors that are licensed to us. To counter infringement or unauthorized use, we may be required to file
infringement claims, which can be expensive and time- consuming. We may not be able to prevent, alone or with our licensors,
misappropriation of our intellectual property rights, particularly in countries where the laws may not protect those rights as fully
as in the United States. In addition, if we or one of our licensors initiated legal proceedings against a third party to enforce a
patent covering one of our AVISE ® testing products, the defendant could counterclaim that the patent covering such AVISE ®
testing product is invalid and / or unenforceable. In patent litigation in the United States, defendant counterclaims alleging
invalidity and / or unenforceability are commonplace, and there are numerous grounds upon which a third party can assert
invalidity or unenforceability of a patent. Such proceedings could result in an invalidation of our patents. The outcome following
legal assertions of invalidity and unenforceability is unpredictable. With respect to the validity question, for example, we cannot
be certain that there is no invalidating prior art, of which we and the patent examiner were unaware during prosecution. If a
defendant were to prevail on a legal assertion of invalidity and / or unenforceability, we would lose at least part, and perhaps all,
of the patent protection on our AVISE ® testing products. Such a loss of patent protection could have a material adverse impact
on our business. Litigation proceedings may fail and, even if successful, may result in substantial costs and distract our
management and other employees. Furthermore, because of the substantial amount of discovery required in connection with
intellectual property litigation, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation. In addition, there could be public announcements of the results of hearings, motions or other
interim proceedings or developments. If securities analysts or investors perceive these results to be negative, it could have a
substantial adverse effect on the price of our common stock. Because of the expense and uncertainty of litigation, we may not be
in a position to enforce our intellectual property rights against third parties. Because of the expense and uncertainty of litigation,
we may conclude that even if a third party is infringing our patents or other intellectual property rights, the risk- adjusted cost of
bringing and enforcing such a claim or action may be too high or not in the best interest of our company or our stockholders. We
are not aware of any third- party infringement of our intellectual property rights that would have a materially adverse impact on
our business. In addition, there can be no assurance that our licensors will be willing to bring and enforce claims to prevent third
parties from infringing intellectual property that is licensed to us, particularly if the affected intellectual property is less



important to the licensor’ s business than to ours. In such cases, we may decide that the more prudent course of action is to
simply monitor the situation or initiate or seek some other non- litigious action or solution. We may be subject to claims that our
employees, consultants or independent contractors have wrongfully used or disclosed confidential information of third parties.
We have received confidential and proprietary information from third parties. In addition, we employ individuals who were
previously employed at other companies in our industry. We may be subject to claims that we or our employees, consultants or
independent contractors have inadvertently or otherwise improperly used or disclosed confidential information of these third
parties or our employees’ former employers. Further, we may be subject to ownership disputes in the future arising, for
example, from conflicting obligations of consultants or others who are involved in developing our AVISE ® testing products.
We may also be subject to claims that former employees, collaborators or other third parties have an ownership interest in our
patents or other intellectual property. Litigation may be necessary to defend against these and other claims challenging our right
to and use of confidential and proprietary information. If we fail in defending any such claims, in addition to paying monetary
damages, we may lose our rights therein. Such an outcome could have a material adverse effect on our business. Even if we are
successful in defending against these claims, litigation could result in substantial cost and be a distraction to our management
and employees. Risks Related to Our Common Stock Our stock price may be volatile, and you may not be able to sell shares of
our common stock at or above the price you paid. The public trading price for our common stock is affected by a number of
factors, including: « actual or anticipated variations in our and our competitors’ financial condition and results of operations; ¢
announcements by us or our competitors of new products, strategic partnerships or capital commitments; ¢ changes in
reimbursement by current or potential third- party payors; ¢ issuance of new securities analysts’ reports or changed
recommendations for our stock; ¢ actual or anticipated changes in regulatory oversight of our testing products; ¢ developments
or disputes concerning our intellectual property or other proprietary rights; « commencement of, or our involvement in, litigation;
« announced or completed acquisitions of businesses or technologies by us or our competitors; ® any major change in our
management; ¢ changes in accounting principles; * announcement or expectation of additional financing efforts; « future sales of
our common stock by our executive officers, directors and other stockholders; and ¢ general economic conditions and slow or
negative growth of our markets, including as a result of the current eenfliet-conflicts in the Ukraine and the Middle East. In
addition, the stock market in general, and the market for stock of life sciences companies in particular, has experienced extreme
price and volume fluctuations that have often been unrelated or disproportionate to the operating performance of those
companies. Broad market and industry factors, as well as general economic, political and market conditions such as recessions or
interest rate changes, may seriously affect the market price of our common stock, regardless of our actual operating
performance. As a result of this volatility, you may not realize any return on your investment in us and may lose some or all of
your investment. In addition, in the past, following periods of volatility in the overall market and the market price of a particular
company’ s securities, securities class action litigation has often been instituted against these companies. This litigation, if
instituted against us, could result in substantial costs and a diversion of our management’ s attention and resources. Any adverse
determination in any such litigation or any amounts paid to settle any such actual or threatened litigation could require that we
make significant payments. Future sales of shares by existing stockholders could cause our stock price to decline. Sales of a
substantial number of shares of our common stock in the public market or the perception that these sales might occur could
significantly reduce the trading price of our common stock and impair our ability to raise adequate capital through the sale of
additional equity securitics. At December 31, 2024, our employees and members of our board of directors collectively hold
options to acquire up to 489, 296 shares of our common stock and restricted stock units representing the contingent
right to receive up to 1, 710, 373 shares of our common stock. These shares are registered pursuant to our previously
filed registration statements on Form S- 8 and are generally freely- tradeable. Future sales of substantial amounts of our
common stock in the public market, including sales by our directors, employees, or other significant holders, shares
issued upon exercise of then outstanding options or warrants, or the perception that such sales may occur, could
adversely affect the market price of our common stock and cause significant dilution to our existing stockholders. [n
addition, our directors and executive officers have and may continue to establish programmed selling plans under Rule 10b5- 1
of the Exchange Act for the purpose of effecting sales of our common stock. Any sales of securities by directors and executive
officers, or the perception that those sales may occur, including the entry into such programmed selling plans, could have a
material adverse effect on the trading price of our common stock, particularly if the trading volume of our common stock is
relatively low at the time of these sales. Provisions in our charter documents and under Delaware law could discourage a
takeover that stockholders may consider favorable and may lead to entrenchment of management. Our amended and restated
certificate of incorporation and amended and restated bylaws contain provisions that could significantly reduce the value of our
shares to a potential acquiror or delay or prevent changes in control or changes in our management without the consent of our
board of directors. The provisions in our charter documents include the following:  a classified board of directors with three-
year staggered terms, which may delay the ability of stockholders to change the membership of a majority of our board of
directors; * no cumulative voting in the election of directors, which limits the ability of minority stockholders to elect director
candidates; * the exclusive right of our board of directors, unless the board of directors grants such right to the stockholders, to
elect a director to fill a vacancy created by the expansion of the board of directors or the resignation, death or removal of a
director, which prevents stockholders from being able to fill vacancies on our board of directors; ¢ the required approval of at
least 66- 2 / 3 % of the shares entitled to vote to remove a director for cause, and the prohibition on removal of directors without
cause; ¢ the ability of our board of directors to authorize the issuance of shares of preferred stock and to determine the price and
other terms of those shares, including preferences and voting rights, without stockholder approval, which could be used to
significantly dilute the ownership of a hostile acquiror; « the ability of our board of directors to alter our amended and restated
bylaws without obtaining stockholder approval; * the required approval of at least 66- 2 / 3 % of the shares entitled to vote to
adopt, amend or repeal our amended and restated bylaws or repeal the provisions of our amended and restated certificate of



incorporation regarding the election and removal of directors; * a prohibition on stockholder action by written consent, which
forces stockholder action to be taken at an annual or special meeting of our stockholders; ¢ an exclusive forum provision
providing that the Court of Chancery of the State of Delaware will be the exclusive forum for certain actions and proceedings; *
the requirement that a special meeting of stockholders may be called only by the board of directors, which may delay the ability
of our stockholders to force consideration of a proposal or to take action, including the removal of directors; and * advance
notice procedures that stockholders must comply with in order to nominate candidates to our board of directors or to propose
matters to be acted upon at a stockholders’ meeting, which may discourage or deter a potential acquiror from conducting a
solicitation of proxies to elect the acquiror’ s own slate of directors or otherwise attempting to obtain control of us. We are also
subject to the anti- takeover provisions contained in Section 203 of the Delaware General Corporation Law. Under Section 203,
a corporation may not, in general, engage in a business combination with any holder of 15 % or more of its capital stock unless
the holder has held the stock for three years or, among other exceptions, the board of directors has approved the transaction. Our
amended and restated certificate of incorporation provides that the Court of Chancery of the State of Delaware will be the
exclusive forum for substantially all disputes between us and our stockholders, which could limit our stockholders’ ability to
obtain a favorable judicial forum for disputes with us or our directors, officers or employees. Our amended and restated
certificate of incorporation provide that the Court of Chancery of the State of Delaware is the exclusive forum for any derivative
action or proceeding brought on our behalf, any action asserting a breach of fiduciary duty, any action asserting a claim against
us arising pursuant to the Delaware General Corporation Law, our amended and restated certificate of incorporation, or any
action asserting a claim against us that is governed by the internal affairs doctrine; provided, that, this provision would not apply
to suits brought to enforce a duty or liability created by the Securities Act or the Exchange Act or any other claim for which the
federal courts have exclusive jurisdiction. To the extent that any such claims may be based upon federal law claims, Section 27
of the Exchange Act creates exclusive federal jurisdiction over all suits brought to enforce any duty or liability created by the
Exchange Act or the rules and regulations thereunder. Furthermore, Section 22 of the Securities Act creates concurrent
jurisdiction for federal and state courts over all suits brought to enforce any duty or liability created by the Securities Act or the
rules and regulations thereunder. These choice of forum provisions may limit a stockholder’ s ability to bring a claim in a
judicial forum that it finds favorable for disputes with us or our directors, officers or other employees, which may discourage
such lawsuits against us and our directors, officers and other employees. By agreeing to this provision, however, the
stockholders will not be deemed to have waived our compliance with the Federal Securities laws and rules and regulations
thereunder. Furthermore, the enforceability of similar choice of forum provisions in other companies’ certificates of
incorporation has been challenged in legal proceedings, and it is possible that a court could find these types of provisions to be
inapplicable or unenforceable. If a court were to find the choice of forum provisions in our amended and restated certificate of
incorporation to be inapplicable or unenforceable in an action, we may incur additional costs associated with resolving such
action in other jurisdictions, which could adversely affect our business and financial condition. Our executive officers, directors
and principal stockholders, if they choose to act together, have the ability to control or significantly influence all matters
submitted to stockholders for approval. Based on their most recent publicly filed beneficial ownership reports, our greater than 5
% stockholders collectively own approximately €4-50 % of our outstanding capital stock and our greater than 5 % stockholders,
directors and executive officers collectively own (without duplication) approximately 65-52 % of our outstanding capital stock
as of February 15, 2024-2025 . As a result, such persons, acting together, have the ability to control or significantly influence all
matters submitted to our stockholders for approval, including the election and removal of directors and approval of any
significant transaction, as well as our management and business affairs. This concentration of ownership may have the effect of
delaying, deferring or preventing a change in control, impeding a merger, consolidation, takeover or other business combination
involving us, or discouraging a potential acquiror from making a tender offer or otherwise attempting to obtain control of our
business, even if such a transaction would benefit other stockholders. We have never paid dividends on our capital stock, and we
do not anticipate paying dividends in the foreseeable future. Your ability to achieve a return on your investment will depend on
appreciation, if any, in the price of our common stock. We have never declared or paid any cash dividends on our common stock
and do not intend to pay any cash dividends in the foreseeable future. We currently intend to retain any future earnings to fund
the growth of our business. In addition, our Amended Loan Agreement restricts our ability to pay cash dividends on our common
stock and we may also enter into credit agreements or other borrowing arrangements in the future that will restrict our ability to
declare or pay cash dividends on our common stock. Any determination to pay dividends in the future will be at the discretion of
our board of directors and will depend on our financial condition, operating results, capital requirements, general business
conditions and other factors that our board of directors may deem relevant. As a result, capital appreciation, if any, of our
common stock will be the sole source of gain for the foreseeable future. An active, liquid trading market for our common stock
may not be maintained. Prior to our initial public offering H2O}-, there had been no public market for our common stock. Gur
While our common stock began-tradingnow trades on The Nasdaq Global Market (Nasdaq) relativelyreeently-, but-we can
provide no assurance that we will be able to develop and sustain an active trading market for our common stock. Even if an
active trading market is developed, it may not be sustained. The lack of an active market may impair your ability to sell your
shares at the time you wish to sell them or at a price that you consider reasonable. An inactive market may also impair our
ability to raise capital by selling shares and may impair our ability to acquire other businesses or technologies using our shares
as consideration, which, in turn, could materially adversely affect our business. During 2623-2024 , our average daily trading
volume has been approximately 25-56 , 946-732 shares. Our failure to meet the continued listing requirements of Nasdaq or The
Nasdaq Stock Market LLC could result in a delisting of our common stock. If we fail to satisfy the continued listing
requirements of Nasdaq, such as the corporate governance requirements or the minimum closing bid price requirement, Nasdaq
may take steps to delist our common stock. Such a delisting would likely have a negative effect on the price of our common
stock and would impair your ability to sell or purchase our common stock when you wish to do so. In the event of a delisting,



we can provide no assurance that any action taken by us to restore compliance with listing requirements would allow our
common stock to become listed again, stabilize the market price or improve the liquidity of our common stock, prevent our
common stock from dropping below the Nasdaq minimum bid price requirement or prevent future non- compliance with
Nasdagq’ s listing requirements. If securities or industry analysts downgrade our common stock or otherwise issue adverse
opinions or commentary regarding our stock or do not publish research or reports about our company, our stock price and
trading volume could decline. The trading market for our common stock depends in part on the research and reports that equity
research analysts publish about us and our business. Currently, we have limited analyst coverage and we do not have any control
over such analysts or the content and opinions included in their reports. Securities analysts may elect not to provide research
coverage of our company, and such lack of research coverage may adversely affect the market price of our common stock. The
price of our common stock could also decline if one or more equity research analysts downgrade our common stock or if those
analysts issue other unfavorable commentary or cease publishing reports about us or our business. If one or more equity research
analysts cease coverage of our company, we could lose visibility in the market, which in turn could cause our stock price to
decline. We could be subject to securities class action litigation. In the past, securities class action litigation has often been
brought against a company following a decline in the market price of its securities. This risk is especially relevant for us because
life sciences and diagnostics companies have experienced significant stock price volatility in recent years. If we face such
litigation, it could result in substantial costs and a diversion of management’ s attention and resources, which could harm our
business.



