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Investing in our Class A common stock involves a high degree of risk. You should carefully consider the risks and uncertainties
described below, the section of this Annual Report on Form 10- K entitled “ Management’ s Discussion and Analysis of
Financial Condition and Results of Operations ” and our financial statements and related notes, before investing in our Class A
common stock. The risks and uncertainties described below are not the only ones we face. Additional risks and uncertainties that
we are unaware of, or that we currently believe are not material, may also become important factors that affect us. If any of the
following risks occur, our business, operating results and prospects could be materially harmed. In that event, the price of our
Class A common stock could decline, and you could lose part or all of your investment. Summary of Risk Factors Our business
is subject to numerous risks and uncertainties, including those highlighted in this section below, that represent challenges that
we face in connection with the successful implementation of our strategy. The occurrence of one or more of the events or
circumstances described in more detail in the risk factors below, alone or in combination with other events or circumstances,
may have an adverse effect on our business, cash flows, financial condition, and results of operations. Such risks include, but are
not limited to: * We have incurred net losses since our inception and we anticipate that we will continue to incur losses for the
foreseeable future, which could harm our future business prospects. * Operating our business requires a significant amount of
cash, and our ability to generate sufficient cash depends on many factors, some of which are beyond our control and if we
cannot raise additional capital when needed, we may have to curtail or cease operations. * Our quarterly and annual results may
fluctuate from period to period, which could adversely impact the value of our Class A common stock. * We have derived
substantially all of our revenues to date from the PreTRM test, and if our efforts to further increase the use and adoption of the
PreTRM test or to develop new products and services in the future do not succeed, our business will be harmed. ¢ In the near
future, we expect to rely on sales to a limited number of direct customers for a significant portion of our revenue frem-and cash
flows related to the sale of the PreTRM test, making us subject to customer concentration risk. * If we are unable to establish
and maintain sales and marketing capabilities, we may not be successful in commercializing the PreTRM test. « Competition in
the life science industry, including companies engaged in molecular diagnostics and proteomics, is intense. If we are unable to
compete successfully with respect to our current or future products or services, we may not be able to increase or sustain our
revenues or achieve profitability. * If our CLIA- certified laboratory facility becomes inoperable, we will be unable to perform
our tests and our business will be harmed. ¢ Interim, top- line and preliminary data from our clinical trials that we announce or
publish from time to time may change as additional mere-patient-data become available and are subject to confirmation, audit,
and verification procedures that could result in material changes in the final data. « Our business would be materially harmed if
our proprietary biobank were to become contaminated, lost or destroyed. « We rely on third parties for specimen collection,
including phlebotomy services, and commercial courier delivery services, and if these services are disrupted, our business will
be harmed. « We rely on a limited number of suppliers or, in some cases, single suppliers, for some of our laboratory
instruments and materials and may not be able to find replacements or 1mrned1ately transition to alternatlve supphers on a cost-
effectlve basis, or at all —A g :

3 g may-notbe-ab exeette business .°Ourablhtytoutlhzeournet
operating loss carryforwards “and certain other tax attrlbutes may be hmlted Our estlmates of total addressable market
opportunity and forecasts of market growth may prove to be inaccurate, and even if the market in which we compete achieves
the forecasted growth, our business could fail to grow at a similar rate. « The inflationary environment could materially
adversely impact our business and results of operations. ¢ If third- party payers do not adequately reimburse for the PreTRM test
or any new tests we may develop, such tests may not be purchased or used, which may adversely affect our revenue and profits.
» New reimbursement methodologies applicable to the PreTRM test, and other future tests, including new CPT codes, may
decrease reimbursement rates from third- party payers. ¢ Billing disputes with third- party payers, including disagreement
regarding the selection and use of CPT codes when submitting claims, may decrease realized revenue and may lead to requests
for recoupment of past amounts paid. * When third- party payers deny coverage, we are often unable to collect from the patient
or any other source and risk disputes if we attempt to do so. « Our revenues may be adversely impacted if third- party payers
withdraw coverage or provide lower levels of reimbursement due to changing policies, billing complexities or other factors. ¢
Status as an out- of- network provider with a large commercial insurer may cause health care providers to avoid recommending
our tests. « If the validity of an informed consent from a patient is challenged, we could be precluded from billing for such
patient’ s testing, be forced to stop performing certain tests, forced to exclude the patient’ s data or specimens from clinical trial
results or be subject to lawsuits or regulatory enforcement. « Changes in the way the FDA regulates laberatory-developed-tests
or-the reagents, other consumables, and testing equipment we use when developing, validating, and performing our tests could
result in delay or additional expense in bringing our tests to market or performing such tests for our customers. * If we fail to
comply with federal and / or state laboratory licensing requirements, we could lose the ability to perform our tests or experience
disruptions to our business. * Any failure to obtain, maintain, and enforce our intellectual property rights could impair our ability
to protect our proprietary technology and our brand. ¢ Issued patents covering our tests and technology could be found invalid or
unenforceable , if challenged. « Our intellectual property may be infringed by a third party. * If we are not able to prevent



disclosure of our trade secrets and other proprietary information, the value of our tests and technology could be significantly
diminished. * The price of our Class A common stock may be volatile, and you could lose all or part of your investment. * Sales
of a substantial number of shares of our Class A common stock by our existing stockholders in the public market could cause
our stock price to fall. « Our inability to maintain effective disclosure controls and procedures may-netprevent-could
adversely affect er-our deteet-al-errors-results of operations, liquidity and financial positions, as well as or-our aets-offraund
stock price and investor confidence in us . Risks Related to Our Financial Position and Need for Additional Capital We have
incurred net losses each year since our inception in 2008. To date, we have financed our operations primarily through private
placements of our equity and debt securities, bank loans and the sale and issuance of Class A common stock in our initial public
offering (* IPO ) , which was completed in July 2021 . Our net loss for the years ended December 31, 2023 and 2022 and
2024-was $ 44-36 . 2 million and $ 35-44 . -2 million, respectively. As of December 31, 2022-2023 , we had an accumulated
deficit of $ 246-246 . 79 million. Our losses may continue to increase in the future as we continue to devote a substantial portion
of our resources to efforts to increase the adoption of, and reimbursement for, the PreTRM test, make improvements to this
product, and research, develop, and commercialize new products. We currently receive and-expeet-to-eontinte-toreeetve
substantially all of our revenues from the sales of the PreTRM test fer-and expect to continue to receive revenue from sales of
the PreTRM test and our the-other foreseeable-pipeline products and services, if approved, in the future. It is possible that
we will not generate sufficient revenue from the sale-sales of any of our products and services to cover our costs, including
research and development expenses related to furthering our product pipeline, and achieve or sustain profitability. A significant
element of our business strategy is to increase and maintain our in- network coverage with third- party payers. However, third-
party payers, such as commercial insurers and government health care programs, may decide not to reimburse for the PreTRM
test or other tests we may develop , may not reimburse for uses of the PreTRM test or our other tests for the pregnant patient
population, or may set the amounts of such reimbursements at prices that do not allow us to cover our expenses. Many third-
party payers currently either have negative coverage determinations or otherwise do not reimburse for low- risk patient preterm
birth screening tests. State Medicaid programs currently do not reimburse for our tests; third- party payers are increasingly
requiring that prior authorization be obtained prior to conducting testing as a condition to reimbursing for it, which may reduce
and / or delay the reimbursement amounts. As there is a possibility that our eempany-Company , any collaborators and / or
licensees may not successfully develop additional products, obtain required regulatory authorizations for such products,
manufacture such products at an acceptable cost or with sufficient quality or successfully market and sell such products with
desired margins, our expenses may continue to exceed any revenues we may receive. Our operating expenses also will increase
as, or if, among other factors: ¢ our earlier- stage products move into later- stage development, which is generally more
expensive than early- stage development; ¢ we select additional technologies or products for development; * we increase the
number of patents we are prosecuting or otherwise expend additional resources on patent prosecution or defense; or « we acquire
or in- license additional technologies, product candidates, products or businesses. In the future, we expect to incur significant
costs in connection with our operations, including, but not limited to, the development, marketing authorization, and
commercialization of new tests, and other products. These development activities generally require a substantial investment
before we can determine commercial viability. We expect to need to raise additional funds through public or private equity or
debt financings, collaborations or licensing arrangements to continue to fund or expand our operations. Our actual liquidity and
capital funding requirements will depend on numerous factors, including: ¢ our ability to achieve broad commercial success with
the PreTRM test and other pipeline products and services ; * the scope and duration of, and expenditures associated with, our
discovery efforts and research and development programs, including for our proprietary proteomics and bioinformatics platform;
« the costs to fund our commercialization strategies for any product candidates which we launch and to prepare for potential
product marketing authorizations, as required; * the costs of any acquisitions of complementary businesses or technologies that
we may pursue;  potential licensing or partnering transactions, if any; ¢ our facility expenses, which will vary depending on the
time and terms of any facility lease or sublease we may enter into, and other operating expenses; ¢ the scope and extent of the
expansion of our sales and marketing efforts; * the commercial success of our other products and services ; * our ability to
obtain more extensive coverage and reimbursement for the PreTRM test and other products and services , if any; and * our
ability to collect our accounts receivable. The availability of additional capital, whether from private capital sources, such as
banks, or the public capital markets, may fluctuate as our financial condition and market conditions in general change. There
may be times when the private capital sources and the public capital markets lack sufficient liquidity or when our securities
cannot be sold at attractive prices, or at all, in which case we would not be able to access capital from these sources. In addition,
any weakening of our financial condition or deterioration in our credit ratings could adversely affect our ability to obtain
necessary funds. Even if available, additional financing could be costly or have adverse consequences. Additional capital, if
needed, may not be available on satisfactory terms or at all. Furthermore, any additional capital raised through the sale of equity
or equity- linked securities will dilute our stockholders’ ownership interests and may have an adverse effect on the price of our
Class A common stock. In addition, the terms of any financing may adversely affect stockholders’ holdings or rights. Debt
financing, if available, may include restrictive covenants. To the extent that we raise additional funds through collaborations
and licensing arrangements, it may be necessary to relinquish some rights to our technologies or grant licenses on terms that
may not be favorable to us. If we are not able to obtain adequate funding when needed, we may be required to delay
development programs or sales and marketing initiatives. If we are unable to raise additional capital in sufficient amounts or on
satisfactory terms, we may have to reduce our workforce and may be prevented from continuing our discovery, development
and commercialization efforts and leveraging other corporate opportunities. In addition, it may be necessary to work with a
partner on one or more of our tests or products under development, which could lower our economic value of those products.
Each of the foregoing factors may harm our business, operating results, and financial condition and may impact our ability to
continue as a going concern. Adverse developments affecting the financial services industry, such as actual events or concerns



involving liquidity, defaults or non- performance by financial institutions or transactional counterparties, could adversely affect
our current and projected business operations and our financial condition and results of operations. Actual events involving
limited liquidity, defaults, non- performance or other adverse developments that affect financial institutions, transactional
counterparties or other companies in the financial services industry or the financial services industry generally, or concerns or
rumors about any events of these kinds or other similar risks, have in the past and may in the future lead to market- wide
liquidity problems. For example, on March 10, 2023, Silicon Valley Bank, or SVB, was closed by the California Department of
Financial Protection and Innovation, which appointed the Federal Deposit Insurance Corporation, or the FDIC, as receiver.
Similarly, on March 12, 2023, Signature Bank and Silvergate Capital Corp. were each swept into receivership. Adthough=a
statement-In addition, on May 1, 2023, the FDIC announced that First Republic had been closed by the California
Department of Financial Protection the-Freasury;-the Federal Reserve-and Innovation and its assets seized by the FDIC . If
any stated-that-al-depesitors-of SVB-would-have-our partners, suppliers, or other parties with whom we conduct business
are unable to access funds pursuant to alt-efsuch instruments or lending arrangements with such a financial institution,
such parties’ ability to pay their obligations to us or to enter into new commerc1al arrangements requlrlng addltlonal

occurred in the past such as durlng the 2008 2010 ﬁnan01al crisis. Inflation and rapld increases in 1nterest rates have led to a
decline in the trading value of previously issued government securities with interest rates below current market interest rates.
Although the U. S. Department of Treasury, FDIC and Federal Reserve Board have announced a program to provide up to $ 25
billion of loans to financial institutions secured by certain of such government securities held by financial institutions to mitigate
the risk of potential losses on the sale of such instruments, widespread demands for customer withdrawals or other liquidity
needs of financial institutions for immediate liquidity may exceed the capacity of such program. There is no guarantee that the
U. S. Department of Treasury, FDIC and Federal Reserve Board will provide access to uninsured funds in the future in the event
of the closure of other banks or financial institutions, or that they would do so in a timely fashion. Although we assess our
banking relationships as we believe necessary or appropriate, our access to funding sources and other credit arrangements in
amounts adequate to finance or capitalize our current and projected future business operations could be significantly impaired by
factors that affect us, the financial institutions with which we have arrangements directly, or the financial services industry or
economy in general. These factors could include, among others, events such as liquidity constraints or failures, the ability to
perform obligations under various types of financial, credit or liquidity agreements or arrangements, disruptions or instability in
the financial services industry or financial markets, or concerns or negative expectations about the prospects for companies in
the financial services industry. These factors could involve financial institutions or financial services industry companies with
which we have financial or business relationships, but could also include factors involving financial markets or the financial
services industry generally. The results of events or concerns that involve one or more of these factors could include a variety of
material and adverse impacts on our current and projected business operations and our financial condition and results of
operations. These could include, but may not be limited to, the following: ¢ Delayed access to deposits or other financial assets
or the uninsured loss of deposits or other financial assets; * Loss of access to revolving existing credit facilities or other working
capital sources and / or the inability to refund, roll over or extend the maturity of, or enter into new credit facilities or other
working capital resources; * Potential or actual breach of contractual obligations that require us to maintain letters or credit or
other credit support arrangements; or * Termination of cash management arrangements and / or delays in accessing or actual loss
of funds subject to cash management arrangements. In addition, investor concerns regarding the U. S. or international financial
systems could result in less favorable commercial financing terms, including higher interest rates or costs and tighter financial
and operating covenants, or systemic limitations on access to credit and liquidity sources, thereby making it more difficult for us
to acquire financing on acceptable terms or at all. Any decline in available funding or access to our cash and liquidity resources
could, among other risks, adversely impact our ability to meet our operating expenses, financial obligations or fulfill our other
obligations, result in breaches of our financial and / or contractual obligations or result in violations of federal or state wage and
hour laws. Any of these impacts, or any other impacts resulting from the factors described above or other related or similar
factors not described above, could have material adverse impacts on our liquidity and our current and / or projected business
operations and financial condition and results of operations. In addition, any further deterioration in the macroeconomic
landscape or financial services industry could lead to losses or defaults by parties with whom we conduct business, which in
turn, could have a material adverse effect on our current and / or projected business operations and results of operations and
financial condition. Our quarterly and annual results of operations, including our revenues, gross margin, net loss, and cash
flows, may vary from period to period as a result of a variety of factors, many of which are outside of our control, including
those listed elsewhere in this “ Risk Factors ” section, and as a result, period- to- period comparisons of our operating results
may not be meaningful. Our quarterly and annual results should not be relied upon as an indication of future performance. In
addition, to the extent that we continue to spend considerably on our internal sales and marketing and research and development
efforts, we expect to incur costs in advance of achieving the anticipated benefits of such efforts. We also face competitive
pricing and reimbursement pressures, and we may not be able to maintain our premium pricing in the future, which would
adversely affect our operating results. Fluctuations in quarterly and annual results and key metrics may cause our results to fall
below our financial guidance, if any, or other projections or goals, or the expectations of analysts or investors, which could
adversely affect the price of our Class A common stock. As a result of our failure to timely file a Current Report on Form 8-
K, we are currently ineligible to file new short form registration statements on Form S- 3, which may impair our ability
to raise capital on terms favorable to us, in a timely manner or at all. Form S- 3 permits eligible issuers to conduct
registered offerings using a short form registration statement that allows the issuer to incorporate by reference its past
and future filings and reports made under the Exchange Act. In addition, Form S- 3 enables eligible issuers to conduct



primary offerings “ off the shelf ” under Rule 415 of the Securities Act. The shelf registration process, combined with the
ability to forward incorporate information, allows issuers to avoid delays and interruptions in the offering process and to
access the capital markets in a more expeditious and efficient manner than raising capital in a standard registered
offering pursuant to a Registration Statement on Form S- 1. The ability to register securities for resale may also be
limited as a result of the loss of Form S- 3 eligibility. As a result of our failure to timely file a Current Report on Form 8-
K, we are currently ineligible to file new short form registration statements on Form S- 3 until June 2024. Our inability
to use Form S- 3 may impair our ability to raise necessary capital to fund our operations and execute our strategy. If we
seek to access the capital markets through a registered offering during the period of time that we are unable to use Form
S- 3, we may be required to publicly disclose the proposed offering and the material terms thereof before the offering
commences, we may experience delays in the offering process due to SEC review of a Form S- 1 registration statement
and we may incur increased offering and transaction costs and other considerations. Disclosing a public offering prior to
the formal commencement of an offering may result in downward pressure on our share price. If we are unable to raise
capital through a registered offering, we would be required to conduct our equity financing transactions on a private
placement basis, which may be subject to pricing, size and other limitations imposed under the Nasdaq rules, or seek
other sources of capital. The foregoing limitations on our financing approaches could have a material adverse effect on
our results of operations, liquidity, and financial position. Risks Related to Our Business and Industry We currently receive
and expect to continue to receive substantially all of our revenues from the sales of the PreTRM test fer-in the fereseeable-fature
near term . We intend to establish eagly-reimbursement for the PreTRM test by collaborating with payers to perform rigorous
analysis to demonstrate the health and economic benefits of our biomarker tests within their own network using customized
inputs based on the plan’ s patient population. We plan to leverage early payer reimbursement decisions to obtain widespread
commercial coverage of the PreTRM test from many regional and national plans and medical groups with doctors ordering the
PreTRM test. If we are unable to execute on this commercial strategy and increase our revenues from the sale of the PreTRM
test, our business may be materially adversely impacted. Our ability to increase sales of the PreTRM test and establish greater
levels of adoption and reimbursement for the PreTRM test is uncertain for many reasons, including, among others: * we may be
unable to demonstrate to clinics, clinicians, physicians, payers, and patients that the PreTRM test is superior to alternatives with
respect to value, convenience, accuracy, scope of coverage, and other factors; ¢ third- party payers may set the amounts of
reimbursement at prices that reduce our profit margins or do not allow us to cover our expenses; * we may not be able to
maintain and grow effective sales and marketing capabilities; ¢ our sales and marketing efforts may fail to effectively reach
customers or communicate the benefits of the PreTRM test; ¢ superior alternatives to the PreTRM test may be developed and
commercialized and we may not be able to compete against these alternatives; * we may face competitive pressures; © we may
experience supply constraints, including due to the failure of our key suppliers to provide required-seqteneing-laboratory
supplies, instruments , and reagents; * we may encounter difficulties with transportation logistics ane-, regulations and quality
associated with shipping blood specimens, including infrastructure conditions ase-, transportation delays and temperature
stress; * we may encounter laboratory process difficulties that impact the quality and timeliness of reporting of test
results ;  U. S. or foreign regulatory or legislative bodies may adopt new regulations or policies or take other actions that
impose significant restrictions on , or other challenges to, our ability to sell or market our products ;  news media
organizations, medical societies, or industry groups may issue publications, guidance, or analyses that negatively impact
patients’ and / or health care providers’ perception or utilization of the PreTRM test (or certain types of prenatal testing
and related health care services, generally) and thereby negatively impact our ability to sell or market the PreTRM test ;
* we may be unable to compete successfully with respect to our current or future products or services, as a result of which we
may not be able to increase or sustain our revenues or achieve profitability; and * we may not be able to protect our intellectual
property position. If our market share for the PreTRM test fails to grow or grows more slowly than expected , or if our efforts
to develop new products and services in the future do not succeed , our business, operating results, and financial condition
would be adversely affected. Our success depends on broad scientific and market acceptance of the PreTRM test and our other
pipeline products and services , which we may fail to achieve. Our ability to achieve and maintain scientific and commercial
market acceptance of the PreTRM test will depend on a number of factors. We expect that the PreTRM test will be subject to the
market forces and adoption curves common to other new technologies. The market for proteomics and bioinformatics
technologies and products is in its early stages of development. If widespread adoption of the PreTRM test or any other products
that we commercialize in the future takes longer than anticipated, we will continue to experience operating losses. The success
of life sciences technologies and products is due, in large part, to acceptance by the scientific and medical communities and their
adoption of certain products in the applicable field of research. The life sciences scientific community is often led by a small
number of early adopters and key opinion leaders who significantly influence the rest of the community through publications in
peer- reviewed journals. In such journal publications, the researchers will describe their discoveries, and also the methods, and
typically the products used, to fuel such discoveries. Mentions in peer- reviewed journal publications may be a driver for the
general acceptance of products for the life sciences industry, such as the PreTRM test. In addition, continuing collaborative
relationships with opinion leaders will be vital to maintaining any market acceptance we achieve. If too few researchers describe
the use of our products, too many researchers shift to a competing product and publish research outlining their use of that
product, or too many researchers negatively describe the use of our products in publications, it may drive customers away from
our products. Other factors in achieving commercial market acceptance include: ¢ our ability to market and increase awareness
of the capabilities of the PreTRM test; ¢ the ability of the PreTRM test to demonstrate comparable performance in intended use
applications broadly in the hands of customers; ¢ our customers’ willingness to adopt new products and workflows; ¢ the
PreTRM test’ s ease of use and whether it reliably provides advantages over other alternative technologies; * the rate of adoption
of the PreTRM test by patients, physicians, payers and the medical community at large;  medical society guidelines



supporting the use of the PreTRM test and clinical interventions based on it;  the prices we charge for the PreTRM test; ¢
our ability to develop new products and solutions for customers; * whether competitors develop and commercialize products that
perform similar functions as the PreTRM test; and * the impact of our investments in product innovation and commercial
growth. We cannot assure that we will be successful in addressing each of these criteria or other criteria that might affect the
market acceptance of any products we commercialize, particularly the PreTRM test. If we are unsuccessful in achieving and
maintaining market acceptance of the PreTRM test, our busrness ﬁnancral cond1t10n and results of Operatrons Would be
adversely affected - :

expect that a srgmfrcant portlon of our revenue and cash ﬂows in the near future will be related to sales toa lrmrted number of
customers, including Elevance Health, the loss of any of which could adversely affect our business, financial condition, cash
flows, and results of operations. Accordingly, we are subject to customer concentration risk. Furthermore, any termination of
our relationship with Elevance Health would also adversely impact our strategy to rapidly accelerate commercialization of the
PreTRM test and help incentivize broader market adoption. We have limited experience as a company in sales and marketing
and our ability to achieve profitability depends on our being able to attract customers for the PreTRM test and our future
products, once approved. Although members of our management team have considerable industry experience, successfully
commercializing the PreTRM test will require adapting our sales, marketing, distribution, and customer service and support
capabilities to current and ever- changing market conditions. To perform sales, marketing, distribution, and customer service
and support successfully, we will face a number of risks, including: * our ability to attract, retain, and manage the sales,
marketing, and customer service and operations workforce necessary to commercialize and gain market acceptance for our
technology; * the time and cost of establishing a specialized sales, marketing, and customer service and operations workforce;
and ¢ our sales, marketing, and customer service and support team may be unable to initiate and execute successful
commercialization activities. We may seek to enlist one or more third parties to assist with sales, distribution, and customer
service and support. There is no guarantee, if we do seek to enter into such arrangements, that we will be successful in attracting
desirable sales and distribution partners or that we will be able to enter into such arrangements on favorable terms. If our sales
and marketing efforts, or those of any third- party sales and distribution partners, are not successful, the PreTRM test may not
gain market acceptance, which could materially impact our business operations. Even if the PreTRM test achieves broad
scientific and market acceptance, if we fail to improve it or introduce compelling new products, our future revenues and
prospects could be harmed. Even if we are able to achieve broad scientific and market acceptance for the PreTRM test, our
ability to grow our business will depend in large part on our ability both to enhance and improve the PreTRM test and to
introduce compelling new products, including for major pregnancy related conditions beyond preterm birth. The success of any
enhancement to the PreTRM test or introduction of new products depends on several factors, including completion of certain
clinical development requirements, timely completion and delivery of the product, competitive pricing, adequate quality testing,
integration with existing technologies, appropriately timed and staged product introductions, and overall market acceptance. Any
new product or enhancement to the PreTRM test that we develop may not be introduced in a timely or cost- effective manner,
may contain defects, errors or vulnerabilities or may not achieve the market acceptance necessary to generate significant
revenue. The typical development cycle of new life sciences products can be lengthy and complicated and may require new
scientific discoveries or advancements, considerable resources, and complex technology and engineering. Such developments
may involve external suppliers and service providers, making the management of development projects complex and subject to
risks and uncertainties regarding timing, timely delivery of required components or services and satisfactory technical
performance of such components or assembled products. If we do not achieve the required technical specifications or
successfully manage new product development processes, or if development work is not performed according to schedule, then
such new technologies or products may be adversely impacted. To date, we have only completed the development process for
one product. We cannot assure you that we will ever succeed in completing that process for another product, including for major
pregnancy related conditions beyond preterm birth, or that even if we do, it will be launched successfully in the market and find
commercial acceptance. If we are unable to successfully develop new products, enhance the PreTRM test to meet customer
requirements, compete with alternative products or otherwise gain and maintain market acceptance, our business, results of
operations, and financial condition could be harmed. We are a women’ s health diagnostic company utilizing our proprietary
proteomics and bioinformatics platform to discover, develop, and commercialize biomarker tests, and our first commercial
product, the PreTRM test, is designed to accurately predict the risk of premature delivery. The proteomics and bioinformatics
industry is characterized by rapid technological changes, frequent new product introductions, reimbursement challenges,
emerging competition, intellectual property disputes and litigation, price competition, aggressive marketing practices, evolving
industry standards and changing customer preferences. We cannot guarantee that research, discoveries or other advancements by
other companies will not render our existing or potential products and services uneconomical or result in products and services
that are superior or otherwise preferable to our current or future products and services. We face competition with respect to the
PreTRM test and expect to face competition with respect to any product candidates that we may seek to develop or
commercialize in the future. Many of the companies against which we are competing or may compete against in the future have
significantly greater financial resources and expertise in research and development, manufacturing, and commercialization.
Mergers and acquisitions in our industry may result in even more resources being concentrated among a smaller number of our
competitors. Smaller and early- stage companies may also prove to be significant competitors, particularly through collaborative
arrangements with large and established companies. These third parties compete with us in recruiting and retaining qualified
scientific and management personnel and conducting clinical trials, as well as in acquiring technologies complementary to, or
necessary for, our products and services. To remain competitive over time, we will need to continually research and develop
improvements to our products and services. However, we cannot assure you that we will be able to develop and commercialize



any improvements to our products and services on a timely basis. Our competitors may develop and commercialize competing
or alternative products and services and improvements faster than we are able to do so, which would negatively affect our ability
to increase or sustain our revenue or achieve profitability. If our products do not perform as expected, our operating results,
reputation, and business will suffer. Our success depends on the market’ s confidence that we can provide reliable, high- quality
testing results. There is no guarantee that the accuracy and reproducibility we have demonstrated to date will continue as our test
volumes continue to increase and our product portfolio continues to expand. We believe that patients that rely on our tests are
particularly sensitive to test limitations and errors, including inaccurate test results. As a result, if our tests do not perform as
expected or favorably in comparison to competing tests, our operating results, reputation, and business will suffer. We may also
become subject to legal claims arising from such limitations, errors or inaccuracies. The PreTRM test uses, and our future tests
will use, a number of complex and sophisticated proteomic and bioinformatics processes and advanced mass spectrometry
techniques, which are highly sensitive to external factors. An operational, technological or other failure in one of these complex
processes may result in sensitivity or specificity rates that are lower than we anticipate. In addition, we regularly evaluate and
refine our testing processes, and any refinements we make may not improve our tests as we expect and may result in
unanticipated issues that may adversely affect our test performance as described above. Such operational, technical, and other
difficulties adversely affect test performance, may impact the commercial attractiveness of our products and may increase our
costs or divert our resources, including management’ s time and attention, from other projects and priorities. Furthermore, any
changes to our testing process may require us to use new or different suppliers or materials with whom or which we are
unfamiliar, and which may not perform as we anticipate, and could cause delays, downtime or other operational issues. We
currently operate a CLIA- certified laboratory facility in Salt Lake City, Utah, which processes the PreTRM test and likely any
other future test, if approved, that represents-is or will be the source of substantially all of our revenues. Our facility could be
harmed or rendered inoperable, or our supplies or other assets could be damaged or destroyed, by natural or man- made
disasters, including earthquakes, severe weather, flooding, power outages, and contamination, including as a result of a public
health threat, which may render it difficult or impossible for us to operate our business and / or perform our tests for some period
of time. The inability to perform our tests or the backlog of tests that could develop if our facility is inoperable — for even a
short period of time — may harm our reputation and result in a material adverse effect on our revenues. The marketing, sale, and
use of the PreTRM test and any other products that we develop in the future could result in substantial damages arising from
product liability or professional liability claims, associated with product recalls or otherwise, that exceed our resources. The
marketing, sale, and use of the PreTRM test and any other products that we develop and commercialize in the future could lead
to product liability claims against us if someone were to allege that the PreTRM test or any future product failed to perform as it
was designed or as claimed in our promotional materials, was performed pursuant to incorrect or inadequate laboratory
procedures, if we delivered incorrect or incomplete test results or if someone were to misinterpret test results. In addition, we
may be subject to liability for errors in, a misunderstanding of, or inappropriate reliance upon, the information we provide, or
for failure to provide such information, in connection with our marketing and promotional activities or as part of the results
generated by the PreTRM test and other future tests-products or services . Even though the PreTRM test is highly accurate, no
test is 100 % accurate, and we may report false results. In such a scenario, the patient or her family may file a lawsuit against us
claiming product or professional liability. In addition, any manufacturing or design defects in our products could lead to product
recalls, either voluntary or as required by government authorities, which could result in the removal of a product from the
market. A product liability or professional liability claim could result in substantial damages and be costly and time- consuming
for us to defend. Although we maintain product and professional liability insurance, our insurance may not fully protect us from
the financial impact of defending against product liability or professional liability claims or any judgments, fines or settlement
costs arising out of any such claims, or the financial and reputational consequences of a product recall. Any product liability or
professional liability claim brought against us, with or without merit, could increase our insurance rates, cause our insurance
coverage to be terminated or prevent us from securing insurance coverage in the future. As we attempt to bring new products to
market, we may need to increase our product liability coverage, which would be a significant additional expense that we may
not be able to afford. Additionally, any product liability or professional liability lawsuit could harm our reputation, result in a
cessation of PreTRM testing or cause our partners to terminate our agreements with them, any of which could adversely impact
our results of operations. The results of our clinical trials and studies may not support the use of our tests and other product
candidates, or may not be replicated in later studies. We have conducted and are currently conducting a variety of observational
and interventional studies for the PreTRM test and our other tests in development that involve clinical investigators at multiple
sites in the United States. We may need to conduct additional studies for the PreTRM test, as well as other tests we may offer in
the future, to drive test adoption in the marketplace and reimbursement. Should we not be able to perform these studies, or
should their results not provide clinically meaningful data and value for clinicians, or if our results are unfavorable, adoption of
our tests could be impaired. The administration of clinical and economic utility studies is expensive and demands significant
attention from certain members of our management team. Data collected from these studies may not be positive or consistent
with our existing data, or may not be statistically significant or compelling to the medical community or payers. If the results
obtained from our ongoing or future studies are inconsistent with certain results obtained from our previous studies, adoption of
our products would suffer and our business would be harmed. Peer- reviewed publications regarding our products and product
candidates may be limited by many factors, including delays in the completion of, poor design of, or lack of compelling data
from clinical studies, as well as delays in the review, acceptance, and publication process. If our products or product candidates
or the technology underlying our current or future products or product candidates do not receive sufficient favorable exposure in
peer- reviewed publications, or are not published, the rate of health care provider adoption of our tests and positive
reimbursement coverage decisions for our tests and other products could be negatively affected. The publication of clinical data
in peer- reviewed journals can be a crucial step in commercializing and obtaining reimbursement for tests, and our inability to



control when, if ever, results are published may delay or limit our ability to derive sufficient revenues from any test that is the
subject of a study. The performance achieved in published studies may not be repeated in later studies that may be required to
obtain FDA marketing authorizations should we decide to do so for business reasons, or should we be required to submit
applications to the FDA or other health authorities seeking such authorizations. In addition, clinical trials must be conducted in
accordance with applicable laws and subject to the oversight of Institutional Review Boards, or IR Bs rat-the-medieat-institutions
vhere-the-ehinteal-trials-are-eondueted-. We rely on clinical trial sites to ensure the proper and timely conduct of our clinical
trials and while we have agreements governing their committed activities, we have limited influence over their actual
performance. We depend on our collaborators and on medical institutions to conduct our clinical trials in compliance with
applicable human subject protection regulations and Good Clinical Practice, or GCP, requirements. To the extent our
collaborators fail to enroll participants for our clinical trials, fail to conduct our trials in compliance with applicable law and
GCP requirements, or are delayed for a significant time in the executlon of trlals mcludmg achlevmg full enrollment we may be
affected by 1ncreased costs, program delays or both —Inte 5 -data v

v eation-proe s-that-e es A-ta n-the-final-data-. From t1me to time, we may publlcly d1sclose
interim, top- line or preliminary data from our clinical trlals Wl’llCh is based on a preliminary analysis of then- available data,
and these results and related findings and conclusions may be subject to change following a more comprehensive review of the
data. We also make assumptions, estimations, calculations, and conclusions as part of our analyses of data, and we may not have
received or have had the opportunity to fully and carefully evaluate all data. As a result, the interim, top- line or preliminary
data that we report may differ from future results of the same trials, or different conclusions or considerations may qualify such
results once additional data have been received and fully evaluated. Interim data from clinical trials are subject to the risk that
one or more of the clinical outcomes may materially change as patient enrollment continues and more patient data become
available. Preliminary, interim or top- line data also remain subject to audit and verification procedures that may result in the
final data being materially different from the preliminary top- line data we previously published. As a result, preliminary,
interim, and top- line data should be viewed with caution until the final data are available. Adverse differences between
preliminary, interim, and top- line data and final data could significantly harm our business prospects and may cause the price of
our Class A common stock to fluctuate or decline. Further, payers, physicians, and others may not accept or agree with our
assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which
could adversely impact the potential of the particular product or program, the prospects for commercialization of any product,
and the business prospects of our eempany-Company in general. In addition, the information we choose to publicly disclose
regarding a particular study or clinical trial is derived from information that is typically extensive, and you or others may not
agree with what we determine is material or otherwise appropriate information to include in our disclosure. If the preliminary,
interim or top- line data that we report differ from aetaat-later or final results, or if payers, physicians or others disagree with
the conclusions reached, our ability to commercialize our product candidates may be significantly impaired, which could
materially harm our business, operating results, prospects or financial condition. A fundamental component of our platform is
our proprietary biobank, consisting of comprehensive, clinically and demographically annotated blood specimens collected from
thousands of pregnant U. S. women, representing the broad demographic and geographic diversity inherent in the U. S.
population. This biobank is maintained at our facility in Salt Lake City, Utah, in a secure environment. If the specimens and
information contained in the biobank were to become compromised or destroyed, through contamination, theft, a cybersecurity
breach, a natural disaster or otherwise, our ability to rely on the data represented in the biobank could be significantly impaired,
which could materially harm our business, operating results, prospects or financial condition. International expansion of our
business will expose us to business, regulatory, political, operational, financial, and economic risks associated with doing
business outside the United States. To the extent that we decide to market our products and services outside the United States,
our business will be subject to the risks associated with doing business outside the United States, including an increase in our
expenses and diversion of our management’ s attention from the development of future products and services. Accordingly, our
business and financial results in the future could be adversely affected due to a variety of factors, including: * multiple,
conflicting and changing laws and regulations such as data privacy, information security , and data use regulations, tax laws,
export and import restrictions, economic sanctions and embargoes, employment laws, anti- corruption laws, regulatory
requirements, reimbursement or payer regimes and other governmental approvals, permits, and licenses; ¢ failure by us or our
distributors to obtain any necessary regulatory clearance, authorization or approval for the use of our products and services in
various countries; ¢ additional potentially relevant third- party patent rights; * complexities and difficulties in obtaining
intellectual property protection and maintaining, defending, and enforcing our intellectual property outside the United States;
difficulties in staffing and managing foreign operations; * employment risks related to hiring employees outside the United
States; » complexities associated with managing multiple payer reimbursement regimes, government payers or patient self- pay
systems; ¢ difficulties in negotiating favorable reimbursement negotiations with governmental authorities; ¢ logistics and
regulations associated with shipping specimens, including infrastructure conditions and transportation delays; ¢ limits in our
ability to penetrate international markets if we are not able to sell our products or conduct services locally; ¢ financial risks, such
as longer payment cycles, difficulty collecting accounts receivable, the impact of local and regional financial crises on demand
and payment for our products and services and exposure to foreign currency exchange rate fluctuations; * natural disasters,
political and economic instability, including wars, terrorism, and political unrest, outbreak of disease, boycotts, curtailment of
trade, and other business restrictions; * regulatory and compliance risks that relate to maintaining accurate information and
control over sales and distributors’ activities that may fall within the purview of the U. S. Foreign Corrupt Practices Act, or
FCPA, its books and records provisions, or its anti- bribery provisions, or laws similar to the FCPA in other jurisdictions in
which we may operate, such as the United Kingdom Bribery Act of 2010, or the U. K. Bribery Act; and ¢ onerous anti- bribery



requirements of several member states in the European Union, the United Kingdom, Japan, and other countries that are
constantly changing and require disclosure of information to which U. S. legal privilege may not extend. Any of these factors
could significantly harm our future international expansion and operations and, consequently, our revenue and results of
operations. We may not be able to obtain and maintain the third- party relationships that are necessary to develop and
commercialize some or all of our tests. We expect to depend on collaborators, partners, licensees, and other third parties to
support our test development and validation efforts, to deliver needed supplies, and to transport specimens for testing, among
other things. Any problems we experience with any of these third parties could delay the development, validation,
commercialization, and performance of our testing, which could harm our results of operations. We cannot guarantee that we
will be able to successfully negotiate agreements for, or maintain relationships with, collaborators, partners, licensees, and other
third parties on favorable terms, if at all. If we are unable to obtain or maintain these agreements, we may not be able to
develop, validate, obtain regulatory authorizations for, or commercialize any future tests, which will in turn adversely affect our
business. We expect to expend substantial management time and effort to enter into relationships with third parties and, if we
successfully enter into such relationships, to manage these relationships. In addition, substantial amounts will be paid to third
parties in these relationships. However, we cannot control the amount or timing of resources our future contract partners will
devote to our business endeavors, and we cannot guarantee that these parties will fulfill their obligations to us under these
arrangements in a timely fashion, if at all. In addition, while we manage the relationships with third parties, we cannot control
all of the operations of and protection of intellectual property by such third parties. We rely on third parties to perform specimen
collection, including phlebotomy services, and to transport specimens to our laboratory facility in a timely and cost- efficient
manner. Disruptions in these services, whether due to any natural or other disasters, pandemics, acts of war or terrorism,
shipping embargoes, labor unrest, political instability or similar events could adversely affect specimen integrity and our ability
to process specimens in a timely manner and to service our customers, and ultimately our reputation and our business. In
addition, if we are unable to continue to obtain expedited delivery services on commercially reasonable terms, our operating
results may be adversely affected. In addition, our relationships with these service providers could be scrutinized under federal
and state health care laws such as the federal Anti- Kickback Statute and the Stark Law, and their implementing regulations, to
the extent, for example, that these services provide a financial benefit to or relieve a financial burden for a potential referral
source. If our operations are found to be in violation of any of these (or other) laws and regulations, we may be subject to
administrative, civil and / or criminal penalties, damages, fines, individual imprisonment, refunding of payments received by us,
exclusion from government health care programs, and / or curtailment or cessation of our operations, among other potential
penalties, any of which could harm our reputation and adversely affect our business, operating results, and financial condition.
We source components of our technology from third parties and certain components are sole sourced. Obtaining substitute
components may be difficult or require us to re- design our products. We expect to continue to depend on third- party contract
suppliers for the foreseeable future. Any natural or other disasters, sueh-astre—emergenee-of- COVID-—19-pandemie-pandemics ,
acts of war or terrorism, shipping embargoes, labor unrest or political instability or similar events at our third- party suppliers’
facilities that cause a loss of manufacturing capacity or a reduction in the quality of the items manufactured would heighten the
risks that we face. In addition, inflation and / or global supply chain disruptions may have a negative impact on our third- party
contract suppliers’ ability to acquire the materials necessary for our business and we could incur higher costs for certain goods
or services due to inflation or increased freight costs. Changes to, failure to renew or termination of our existing agreements or
our inability to enter into new agreements with other suppliers could result in the loss of access to important components of our
tests and could impair, delay or suspend our commercialization efforts. Our failure to maintain a continued and cost- effective
supply of high- quality components could materially and adversely harm our business, operating results, and financial condition.
If we are unable to successfully scale our operations, or attract and retain highly skilled employees, our business could suffer.
As our test volumes grow and we develop future product offerings, we will need to continue to ramp up our testing capacity and
implement increases in scale, such as increased headcount, additional or upgraded equipment, additional qualified laboratory
personnel, increased office and laboratory space, expanded customer service capabilities, improved billing and systems
processes, enhanced controls and procedures and expanded or internal quality assurance program and technology platform. The
value of the PreTRM test and our other testing products that we may develop in the future depends on our ability to perform,
and our reputation for performing, these tests on a timely basis and with an exceptionally high standard of quality. Failure to
implement necessary procedures, transition to new facilities, purchase and maintain equipment, establish processes, or hire the
necessary personnel in a timely and effective manner could result in higher processing costs or an inability to meet market
demand or could otherwise affect our operating results. To execute our growth plan, we must attract and retain highly qualified
personnel. Competition for these personnel is intense, especially for sales, scientific, medical, laboratory, research and
development, and other technical personnel. The turnover rate of such personnel can be high. We may, from time to time,
experience difficulty in hiring and retaining employees with appropriate qualifications. Furthermore, replacing executive
officers and key employees may be difficult and may take an extended period of time due to the limited number of
individuals in our industry with the breadth of skills and experience required to successfully develop, gain regulatory
approval of, and commercialize products. Competition to hire from the limited pool referred to above is intense, and we
may be unable to hire, train, retain, or motivate these key personnel on acceptable terms given the competition among
numerous pharmaceutical and biotechnology companies for similar personnel. Many of the companies with which we
compete for highly qualified personnel have greater resources than we have. If we hire employees from competitors or other
companies, their former employers may attempt to assert that these employees or our eempany-Company have breached their
legal obligations to their former employers, which occurs from time to time. Furthermore, to the extent that we are unable to
retain our employees and they leave our eempany-Company to join one of our competitors, we cannot assure you that any
invention, non- disclosure or non- compete agreements we have in place will provide meaningful protection against a departing



employee’ s unauthorized use or disclosure of our confidential information. In addition, our growth may place a significant strain
on our operating and financial systems and our management, sales, marketing, and administrative resources. As a result of our
growth, our operating costs may escalate faster than we anticipate, we may face difficulties in obtaining additional office or
laboratory space and some of our internal systems may need to be enhanced or replaced. If we cannot effectively manage our
expanding operations and our costs, we may not be able to grow successfully or we may grow at a slower pace, and our business
could be adversely affected. Any headcount reductions undertaken to extend our cash runway and focus more of our
capital resources on our prioritized research and development programs as well as commercialization activities may not
achieve our intended outcome. From time to time, we have made select headcount reductions to more effectively allocate
costs toward a refined focus on those opportunities deemed most promising in the near- term from a product adoption
and revenue generation perspective. Such headcount reductions may result in unintended consequences and costs, such
as the loss of institutional knowledge and expertise, attrition beyond the intended number of employees, decreased
morale among our remaining employees, and the risk that we may not achieve the anticipated benefits of the headcount
reductions. In addition, while positions have been eliminated, certain functions necessary to our operations remain, and
we may be unsuccessful in distributing the duties and obligations of departed employees among our remaining
employees. The headcount reductions could also make it difficult for us to pursue, or prevent us from pursuing, new
opportunities and initiatives due to insufficient personnel, or require us to incur additional and unanticipated costs to
hire new personnel to pursue such opportunities or initiatives. If we are unable to realize the anticipated benefits from
the headcount reductions, or if we experience significant adverse consequences from the headcount reductions, our
business, financial condition, and results of operations may be materially adversely affected. We may engage in
acquisitions, dispositions or other strategic transactions that could disrupt our business, cause dilution to our stockholders or
reduce our financial resources. From time to time, we may enter into transactions to acquire or dispose of businesses, products or
technologies or to engage in other strategic transactions. Because we have not made any such acquisitions to date, our ability to
do so successfully is unproven. Even if we identify suitable transactions, we may not be able to complete such transactions on
favorable terms or at all. Any acquisitions or other strategic transactions we consummate may not strengthen our competitive
position, and these transactions may be viewed negatively by customers or investors. We may decide to incur debt in connection
with an acquisition or issue shares of our common stock or other equity securities to the stockholders of the acquired company,
which would cause dilution to our existing stockholders. We could incur losses resulting from such strategic transactions,
including undiscovered liabilities of an acquired business that are not covered by any indemnification we may obtain from the
seller. In addition, we may not be able to successfully integrate any acquired personnel, technologies, and operations into our
existing business in an effective, timely and non- disruptive manner. Any dispositions may also cause us to lose revenue and
may not strengthen our financial position. Strategic transactions may also divert management attention from day- to- day
responsibilities, increase our expenses, result in accounting charges, and reduce our cash available for operations and other uses.
We cannot predict the number, timing or size of future strategic transactions or the effect that any such transactions might have
on our operating results. We may need to raise additional funds through equity or debt financings, corporate collaborations or
licensing arrangements to continue to fund or expand our operations. Additional capital, if needed, may not be available on
satisfactory terms or at all. Furthermore, any additional capital raised through the sale of equity or equity- linked securities, or
grant of equity or equity- linked securities in connection with any debt financing, will dilute stockholders’ ownership interests in
us and may have an adverse effect on the price of our Class A common stock. In addition, the terms of any financing may
adversely affect stockholders’ holdings or rights. To the extent that we raise capital through collaborations and licensing
arrangements, it may be necessary to relinquish some rights to our technologies or grant licenses on terms that may not be
favorable to us. If we are not able to obtain adequate funding when needed, we may have to delay development programs or
sales and marketing initiatives. In addition, we may have to work with a partner on one or more of our tests or programs, which
could lower the economic value of those programs to our eempanry-Company . Public health threats, such as COVID- 19,
could materially affect our operations, as well as the business or operations of third parties with whom we conduct
business. Our business could be adversely affected by the effects of other future public health threats in regions where
we, or third parties on which we rely, have significant business operations . Our business and operations, including, but not
limited to, our laboratory operations, sales and marketing efforts, supply chain operations, research and development activities,
and fundraising activities, could be adversely affected by public health disruptions in regions where we have business
operations, and such health disruptions could cause significant disturbance in the operations of third parties upon whom we rely.
As arecent example, in March 2020, the World Health Organization declared the COVID- 19 outbreak a pandemic, and the U.
S. government imposed restrictions on travel between the United States, Europe, and certain other countries. In the years
following the initial outbreak, numerous state and local jurisdictions, including the jurisdictions where our headquarters and
laboratory are located, imposed quarantines, shelter- in- place orders, executive orders, and similar government orders for their
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predlct the full extent of potentlal delay% or 1mpact§ on our business, our chnlcal trials, health care systems or the global
economy as a whole. We cannot ensure that our employees will fully adhere to compliance policies and procedures. We have
implemented and strive to continuously develop and improve compliance policies and procedures intended to train our sales,
billing, marketing, and other personnel regarding compliance with state and federal laws applicable to our business. Our efforts
to implement appropriate monitoring of compliance with such policies and procedures are likewise ongoing. Despite our
compliance policies and procedures, and related training and monitoring, we may experience situations in which employees may
have failed to fully adhere to our policies and / or applicable laws in the past or in which they fail to adhere to applicable
policies and / or laws in the future. Such failures may subject us to administrative, civil, and criminal actions, penalties,
damages, fines, individual imprisonment, exclusion from participation in state and / or federal health care programs, refunding
of payments received by us, and curtailment or cessation of our operations. In addition, commercial third- party payers may
refuse to provide all or any reimbursement for tests administered, seek repayment from us of amounts previously reimbursed and
harm our ability to secure network contracts with third- party payers. Any of the foregoing could adversely affect our revenue,
cash flow, and financial condition, and reduce our growth prospects. As of the date hereof, we are not aware of any
noncomphance Wlth any state and federal laws apphcable to our bu%lnes@ ; G

effeet—eﬁ—etukbus-tﬁess—We have a qlgnlhcant amount of net operatmg loqs or NOL Carryforward§ that can be uqed to oﬁqet
potential future taxable income and related income taxes. As of December 31, 20222023 , we had federal NOL carryforwards of
approximately $ 487211 . 9-6 million, of which, $ 70. 3 million, if not utilized, begin to expire in 2028. Approximately $ HF
141 . 6-3 million of these federal NOLs can be carried forward indefinitely. Under Section 382 of the Internal Revenue Code of
1986, as amended, if a corporation undergoes an “ ownership change ” (generally defined as a greater than 50 % change, by
value, in equity ownership over any three- year period), the corporation’ s ability to use its pre- change NOL carryforwards and
other pre- change tax attributes to offset its post- change income or taxes may be limited. We may experience ownership
changes in the future as a result of shifts in our stock ownership, some of which may not be within our control. Our ability to use
these carryforwards could be limited if we experience an “ ownership change. ” Total addressable market opportunity estimates
and growth forecasts are subject to significant uncertainty and are based on assumptions and estimates that may not prove to be
accurate. Our publicly announced estimates and forecasts relating to the size and expected growth of our market may prove to be
inaccurate. Even if the market in which we compete meets our size estimates and forecasted growth, our business could fail to
grow at similar rates. Our operating results could be materially impacted by changes in the overall macroeconomic environment
and other economic factors that impact customer confidence and spending, including capital spending. Changes in economic
conditions, supply chain constraints, logistics challenges, labor shortages, global conflicts, and steps taken by governments and
central banks, particularly in response to public health threats as well as other stimulus and spending programs, have led to
higher inflation, which is likely, in turn, to lead to an increase in costs and may cause changes in fiscal and monetary policy,
including increased interest rates. In a higher inflationary environment, we may be unable to raise the prices of our products
sufficiently to keep up with the rate of inflation. Impacts from inflationary pressures could be more pronounced and materially



adversely impact aspects of our business where revenue streams and cost commitments are linked to contractual agreements that
extend further into the future, as we may not be able to quickly or easily adjust pricing, reduce costs, or implement counter
measures. Risks Related to Reimbursement In the United States and markets in some other countries, patients generally rely on
third- party payers to reimburse all or part of the costs associated with their treatment or tests. Adequate coverage and
reimbursement from third- party payers such as federal and state health care programs (e. g., Medicare and Medicaid) and
commercial insurers is critical to new product acceptance. Our business depends on our ability to obtain or maintain adequate
reimbursement from third- party payers. We expect third- party payers such as commercial insurers to be our most significant
source of payment in the near future. In particular, we believe that for our eempaity-Company to achieve commercial success, it
will be necessary to gain acceptance from third- party payers for the PreTRM test, and to obtain positive coverage
determinations and favorable reimbursement rates from third- party payers for our tests over time. We do not yet know,
however, whether and to what extent certain of our products, including those under development, will be covered or reimbursed.
If we are unable to obtain or maintain coverage or adequate reimbursement from, or achieve in- network status with, third- party
payers for our existing or future tests or other products, our ability to generate revenues will be limited. For example, health care
providers may be reluctant to order our tests or other products due to the possibility that a patient may incur substantial costs if
third- party payer coverage or reimbursement is unavailable or insufficient. Such coverage and reimbursement may depend
upon a number of factors, including the determination that the test and its use or administration for a particular patient are: * a
covered benefit; « safe, effective, and medically necessary; ¢ appropriate for the specific patient;  supported by guidelines
established by the relevant professional societies; * approved in any states where specific assay approval is necessary; ® cost-
effective; and ¢ neither experimental nor investigational. In the United States, the Centers for Medicare & Medicaid Services, or
CMS, an agency within the United States Department of Health and Human Services, or HHS, and its Medicare Administrative
Contractors make decisions regarding Medicare coverage for new tests. Other third- party payers, including commercial
insurers, often follow Medicare coverage policy and payment limitations in setting their own reimbursement rates, and both
CMS and certain commercial insurers may have sufficient market power to demand significant price reductions. Obtaining
coverage and reimbursement approval for a test from each third- party payer is a time- consuming and costly process that could
requlre us to provide to each payer supporting scientific ;-and clinical information , as well as information about patient
insurance eligibility and benefits, and billing —relatedHnformation-. We may not be able to provide data sufficient to satisfy
third- party payers that they should cover and pay for the test shewld-be-eovered-andreimbursed- There is substantial
uncertainty whether any particular payer will cover and reimburse the use of any test incorporating new technology. Even when
a payer determines that a test is eligible for reimbursement, the payer may impose coverage limitations that preclude payment
under certain circumstances or for certain patient populations. Moreover, eligibility for coverage does not #mpl=mean that any
test will be reimbursed in all cases or at a rate that allows us to make a profit or even cover our costs. Interim payments for new
tests, if applicable, may also not be sufficient to cover our costs and may not be made permanent. In addition, some payers
instanees; payment-may require eﬁy—be—ebt&med—by—eb’f&rﬁmg—pnor authorization and-*before they will pay orfor engaging-a
test. We may also have to engage in lengthy and costly appeals preeesses—in order to overturn payers’ coverage and
Reimbursementreimbursement determinations and ultimately obtain payment. Furthermore, reimbursement rates may
vary, for example, according to the use of the test and the clinical setting in which it is used, and may reflect budgetary
constraints and / or imperfections in Medicare, Medicaid or other data used to calculate these rates. There have been, and we
expect that there will continue to be, federal and state proposals to constrain expenditures for health care products and services,
which may affect payments for our tests. Third- party payers, including the Medicare program, frequently change coverage
policies, product and service codes and payment methodologies and reimbursement amounts. Due in part to actions by third-
party payers, the health care industry is experiencing a trend toward containing or reducing costs through various means,
including lowering reimbursement rates and negotiating reduced payment schedules with service providers for certain products
and / or services. Our inability to promptly obtain coverage and profitable reimbursement rates from third- party payers for our
tests could have a material and adverse effect on our business, operating results, and financial condition. In addition, leading
professional societics may not recommend our products or services or may recommend alternatives to our tests, which may
provide a basis for third- party payers not to cover or reimburse our tests. In making coverage determinations, third- party
payers often rely on practice guidelines issued by professional societies. Test- ordering providers may also rely on such
guidelines when deciding whether to order testing for their patients. If any relevant professional societies issue guidelines
suggesting, or otherwise make recommendations, that providers not use our tests or instead use alternatives to our tests, payers
may make unfavorable coverage and reimbursement decisions and test- ordering providers may not order our tests. Any such
outcomes could have a material and adverse effect on our business, operating results, and financial condition. Generally
ehgib}e—fer—feﬂﬁbufsemeﬂt— two types of codlng systems may be used to describe laboratory testing services: (i) tests-are

: A d der-CMS’ s Healthcare Common Procedure Coding System, or HCPCS, and
(11) the Amerlcan Medlcal Assomatlon s, or AMA Current Procedural Terminology, or CPT, coding systems. Both We;and
payers;generally-mustuse-these-coding systems use alphanumeric codes to bill;-and-describe the services at issue. Third- pay
party payers, including Medicare, determine which CPT or HCPCS codes they will cover, as well as the circumstances
under which they will (or will not) cover those codes and the amount they will reimburse for each code. In some
circumstances (such as when a laboratory becomes an in- network provider with a commercial insurer) , the third- party
payer will negotiate reimbursement amounts with the provider. We use CPT codes to submit claims to payers for our
testing srespeettvely-and those payers use those same codes to make payments to us . Onee— One type of a-n—HGPGS—er—CPT
code is ereated-or-established-a Proprietary Laboratory Analys1s N
ratesfor-- or that PLA, code underMedieare-. PLA tkevwt teatly t i
and-eoveragerilesfor-that-eode-codes describe proprietary cllnlcal laboratory analyses The AMA has 1ssued a unique CPT




® Preprictary Laberatory Analysis;or PLA code for the PreTRM test. CMS priced this code at $ 750 in November 2021,
Before the AMA issued a €RF-PLA code for the PreTRM test, we submitted claims for reimbursement using CPT codes
existing at the time based on the guidance of external coding experts. We cannot guarantee that we will be able to negotiate
favorable rates for our unique code, nor can we guarantee that we will receive reimbursement at all, especially if we are unable
to collect and publish additional data and obtain positive coverage determinations for the PreTRM test or our other future tests.
We do not currently have specific CPT codes assigned for any of our other tests under development , and there is a risk that we
may not be able to obtain such codes or, if obtained, we may not be able to negotiate favorable rates for such codes. Finally,
third- party payers may not establish positive coverage policies for our tests or adequately reimburse for any CPT code we may
use, or seek recoupment for testing previously performed, which is a common occurrence in our industry. It is possible that
payers could dispute our billing or coding from time to time. Payers may likewise seek to recoup reimbursements already paid,
and we expect that such disputes and requests for recoupment may arise. Third- party payers may also decide to deny payment
or recoup payment for testing that they contend to have been not medically necessary, against their coverage determinations, or
for which they have otherwise overpaid. There is also a risk that the CPT codes we previously submitted, are currently
submitting, or will submit in the future on claims will be rejected or withdrawn or that third- party payers will seek refunds of
amounts that they claim were inappropriately billed based on, for example, the CPT code used, the modifier attached, or the
number of units billed. Claims for recoupment require the time and attention of our management and other key personnel, which
can be a distraction from operating our business. If third- party payers deny payment for testing, reimbursement revenue for our
testing could decline. If a third- party payer successfully challenges that payment for prior testing was in breach of contract or
otherwise contrary to policy or law, they may recoup payment, which amounts could be significant and would impact our
operating results and financial condition, and it may decrease reimbursement going forward. We may also decide to negotiate
and settle with a third- party payer in order to resolve an allegation of overpayment. Any of these outcomes, including
recoupment or reimbursements, might also require us to restate our financials from a prior period, any of which could have a
material and adverse effect on our business, operating results, and financial condition. Failure to comply with laws and
regulations related to submission of claims for our services could result in substantial financial penalties and / or potential civil
or criminal liability. We are subject to a variety of complex federal and state laws and regulations applicable to the submission of
claims for payment for our services. If a third- party payer or a regulatory or enforcement agency, or, in some cases, a qui tam
relator, believes or alleges that we engaged in improper billing practices — including, but not limited to, not adequately pursuing
patient cost share responsibilities ;-or submitting improper CPT codes, multipliers or modifiers on our claims — we may be
subject to investigation and / or enforcement actions under federal and / or state law. Responding to and defending such
investigations and / or enforcement actions may require significant time and attention from management and key personnel,
include significant expenditures, and result in significant penalties, damages, fees, and reputational harm, all of which could
have a material adverse effect on our business, operating results, and financial condition. See “ — Risks Related to Government
Regulation — If we, or our employees or contractors on our behalf, engage in conduct that violates health care laws, are
suspected or accused of engaging in such conduct, or are subject to investigation for actual or alleged such conduct, we could
face substantial penalties and damage to our reputation, and our business operations and financial condition could be adversely
affected. ” “ Most favored nation ” provisions in contracts with third- party payers may limit potential for revenue growth and
may lead to claims for recoupment. Some of our contracts with third- party payers may in the future contain “ most favored
nation ” provisions, pursuant to which we typically agree that we will not bill the third- party payer more than we bill any other
third- party payer. These contract provisions limit the amount we are able to charge for our products and can negatively impact
revenue. We monitor our billing and claims submissions for compliance with these contractual requirements with third- party
payers. If we do not successfully manage compliance with these most favored nation provisions, we may be required to forego
revenues from some third- party payers or reduce the amount we bill to each third- party payer with a most favored nation
clause in its contract that is violated, which would adversely affect our business, operating results, and financial condition. This
situation could also subject us to claims for recoupment, which could ultimately result in an obligation to repay amounts
previously earned. If a third- party payer denies coverage, or if the patient has a large deductible or co- insurance amount, it
may be difficult for us to collect from the patient, and we may not be successful in doing so. If we are in- network, we may be
contractually prohibited from seeking payment beyond applicable deductibles, co- insurance, or co- payments from the patient.
If we are out- of- network, we may be unable to collect the full amount of a patient’ s responsibility, despite our good faith
efforts to collect. As a result, we may not always be able to collect the full amount due for our tests if third- party payers deny
coverage or cover only a portion of the billed amount or if the patient has a large deductible, which could cause payers to raise
questions regarding our billing policies and patient collection practices. We believe that our practices with respect to billing and
collecting patient responsibility amounts are compliant with applicable laws; however, we may in the future receive inquiries
from third- party payers regarding our practices in these areas. There is no guarantee that we will be successful in addressing
such concerns, and if we are unsuccessful, this may result in a third- party payer deciding to reimburse for our tests at a lower
rate or not at all, seeking recoupment of amounts previously paid to us, or bringing legal action to seek reimbursement of
previous amounts paid. Any such occurrences could cause reimbursement revenue for our testing, which constitutes the large
majority of our revenue, to decline. Additionally, if we were required to make a repayment, such repayment could be significant,
which could have a material and adverse effect on our business, operating results, and financial condition. If we become an in-
network provider by entering into an agreement with any of the third- party payers from which we receive reimbursement, this
means that we will have an agreement that governs approval or payment terms. However, such a contract would not guarantee
reimbursement for all testing we perform. In addition, the terms of any such agreement may require a physician or qualified
practitioner’ s signature on test requisitions or require other controls and procedures prior to conducting a test. In particular,
third- party payers have been increasingly requiring prior authorization to be obtained prior to conducting a test as a condition to



reimbursing for the test. If the payers were to do so for the PreTRM test, it could place a burden on our billing operations and
require us to dedicate resources to monitoring that these prior authorization requirements are met. To the extent we or the health
care providers ordering our tests do not follow the prior authorization requirements, we may be subject to claims for recoupment
of reimbursement amounts previously paid to us, or may not receive some or all of the reimbursement amounts to which we
would otherwise be entitled. This may occur in the future, which could have a material and adverse effect on our business,
operating results, and financial condition. If we are considered to be an out- of- network provider, which we expect to be the
case with at least some of the largest third- party payers from which we may receive reimbursement in the future, such third-
party payers could withdraw coverage and decline to reimburse for our tests, for any reason. They can also impose prior
authorization requirements through the terms of the patients’ health plans. Managing reimbursement on a case- by- case basis is
time- consuming and contributes to an increase in the number of days it takes us to collect on accounts, which also increases our
risk of non- payment. Negotiating reimbursement on a case- by- case basis also typically results in the receipt of reimbursement
at a significant discount to the list price of our tests. Even if we are being reimbursed for our tests, third- party payers may
unilaterally review and adjust the rate of reimbursement, require co- payments from patients or stop paying for our tests. Federal
and state health care programs as well as commercial insurers continue to increase their efforts to control the cost, utilization,
and delivery of health care services by demanding price discounts or rebates and limiting coverage of, and amounts they will pay
for, molecular tests. These measures have resulted in reduced payment rates and decreased utilization in the clinical laboratory
industry. Because of these cost- containment measures, third- party payers — including those that may reimburse our tests in the
future — may reduce, suspend, revoke or discontinue payments or coverage at any time. Reduced reimbursement of our tests
may harm our business, operating results, and financial condition. Billing for clinical laboratory testing services is complex. We
perform tests in advance of payment and without certainty as to the outcome of the billing process. In cases where we expect to
receive a fixed fee per test due to our reimbursement arrangements, we may nevertheless encounter variable reimbursement,
leading to disputes over pricing and billing. Each third- party payer typically has different billing requirements, and the billing
requirements of many payers have become increasingly difficult to meet. Among the factors complicating our billing of third-
party payers are: * disparity in coverage among various payers; * disparity in information and billing requirements among
payers, including with respect to prior authorization requirements and procedures and establishing medical necessity; and *
incorrect or missing billing information, which is required to be provided by the ordering health care provider. These risks
related to billing complexities, and the associated uncertainty in obtaining payment for our tests, could harm our business,
operating results, and financial condition. We may be considered to be an out- of- network provider with respect to the large
commercial insurers from which we may receive reimbursement frem-in the future. Physician groups and other health care
providers may view this negatively and may insist upon only using laboratories that are in- network with their patients’
insurance companies. These types of decisions could reduce our revenue and harm our financial condition. Changes in
government health care policy could increase our costs and negatively impact coverage and reimbursement for our tests by
governmental and other third- party payers. The U. S. government is pursuing health care reform and aiming to reduce health
care costs. Government health care policy has been, and will likely continue to be, a topic of extensive legislative and executive
activity in the U. S. federal government and many U. S. state governments. As a result, our business could be affected by
significant and potentially unanticipated changes in government health care policy, which could in turn substantially impact our
revenues, increase costs, and divert management attention from our business strategy. We cannot predict the impact of
governmental health care policy changes on our future business, operating results, and financial condition. In the United States,
the Affordable Care Act, or ACA, was signed into law in March 2010 and significantly impacted the U. S. pharmaceutical and
medical device industries, including the diagnostics sector, in a number of ways. The ACA restricts insurers from charging
higher premiums or denying coverage to individuals with pre- existing conditions, and requires insurers to cover certain
preventative services without charging any copayment or coinsurance, including screening for lung, breast, colorectal and
cervical cancers. The ACA also created a new system of health insurance “ exchanges ” designed to make health insurance
available to individuals and certain groups through state- or federally- administered marketplaces in addition to existing
channels for obtaining health insurance coverage. In connection with such exchanges, certain “ essential health benefits ” are
intended to be made more consistent across plans, setting a baseline coverage level. The states (and the federal government)
have some discretion in determining the definition of “ essential health benefits ”” and we do not know whether our tests or other
products will fall into a benefit category deemed “ essential ”” for coverage purposes across the plans offered in any or all of the
exchanges. If any of our tests are not covered by plans offered in the health insurance exchanges, our business, operating results
and financial condition could be adversely affected. There have been multiple attempts to repeal the ACA or significantly scale
back its applicability, as a result of which, certain sections of the ACA have not been fully implemented or were effectively
repealed. This could negatively impact reimbursement for our testing, adversely affect our test volumes and adversely affect our
business, operating results, and financial condition. However, following several years of litigation in the federal courts, in June
2021, the United States Supreme Court upheld the ACA when it dismissed a legal challenge to the Act’ s constitutionality.
Further legislative and regulatory changes to federal health care laws and policies remain possible. Future changes or additions
to the ACA, the Medicare and Medicaid programs, and changes stemming from other health care reform measures, especially
with regard to health care access, financing or other legislation in individual states, could have a material adverse effect on the
health care industry in the U. S. The uncertainty around the future of the ACA and other health care legislation, and in particular
the impact to reimbursement levels and the number of insured individuals, may lead to delay in the purchasing decisions of our
customers. In addition to the ACA, various health care reform proposals have also emerged from federal and state governments.
The Protecting Access to Medicare Act of 2014, or PAMA, for example, introduced a multi- year pricing program for services
payable under the Clinical Laboratory Fee Schedule, or CLFS, that is designed to bring Medicare allowable amounts in line with
the amounts paid by commercial insurers. The rule issued by CMS to implement PAMA required certain laboratories to report



third- party payer rates and test volumes, though these reporting requirements have been delayed. The implementation of
Medicare rates pursuant to PAMA has negatively impacted overall pricing and reimbursement for many clinical laboratory
testing services and may do so in the future. Since January 1, 2018, the Medicare payment rate for such tests is equal to the
weighted median private payer rate reported to CMS, which for many tests is lower than the previous CLFS payment rates due
to the often lower negotiated commercial insurer rates applicable to large commercial laboratories that were required to report
data to CMS. Likewise, because commercial insurers often base their pricing for laboratory testing on a percentage of the price
set on the CLFS, PAMA has in turn affected rates paid by commercial insurers. The rates paid by Altheugh-we-havenot
htsfeﬂea-l-lry—subrm&ed-e}aﬁrs—te—Medlcare or-and other state and federal health care programs;-therates-patd-by-these-programs
have been the subject of controversy in the industry, including a lawsuit by the American Clinical Laboratory Association, and it
is unclear whether and to what extent the new rates may change. Other legislative changes have been proposed and adopted in
the United States since the ACA was enacted. For example, the Budget Control Act of 2011, among other things, created
measures for spending reductions by Congress. A Joint Select Committee on Deficit Reduction, tasked with recommending a
targeted deficit reduction of at least $ 1. 2 trillion for the years 2013 through 2021, was unable to reach required goals, thereby
triggering the legislation” s automatic reduction to several state and federal health care programs. This includes aggregate
reductions of Medicare payments to providers up to 2 % per fiscal year, and, due to subsequent legislative amendments, will
remain in effect through 2032 unless additional Congressional action is taken (with the exception of a temporary suspension
from May 1, 2020 through March 31, 2022 due to the COVID- 19 pandemic). As another example, in January 2013, the
American Taxpayer Relief Act of 2012 was signed into law, which among other things, increased the statute of limitations
period for the government to recover overpayments to providers from three to five years. We cannot predict whether future
health care initiatives will be implemented at the federal or state level or how any such future legislation, regulation, or initiative
may affect us. Current or potential future federal legislation and the expansion of government’ s role in the U. S. health care
industry, as well as changes to the reimbursement amounts paid by third- party payers for our current and future tests, may
adversely affect our test volumes and adversely affect our business, operating results, and financial condition. We are required to
ensure that all clinical data and blood specimens that we receive have been collected from subjects who have provided
appropriate informed consent for us to perform our testing, both commercially and in clinical trials. Among other things, in our
consent forms, we seek to ensure that the subjects from whom the data and specimens are collected do not retain or have
conferred on them any proprietary or commercial rights to the data or any discoveries derived from them. A subject’ s informed
consent could be challenged in the future, and the informed consent could prove invalid, unlawful or otherwise inadequate for
our purposes. Any such findings against us, or our partners, could deny us access to, or force us to stop, testing specimens in a
particular territory or could call into question the results of our clinical trials. We could also be precluded from billing third-
party payers for tests for which the underlying informed consents are challenged, or we could be requested to refund amounts
previously paid by third- party payers for such tests. We could become involved in legal challenges or regulatory enforcement,
which could require significant management and financial resources and adversely affect our operating results. We may be
adversely impacted by changes in laws and regulations, or in their application. The health care industry in which we operate is
highly regulated, and failure to comply with applicable regulatory, supervisory, accreditation, registration, or licensing
requirements may adversely affect our business, operating results, and financial condition. The laws and regulations governing
our research and marketing efforts are extremely complex and in many instances there are no clear regulatory or judicial
interpretations of these laws and regulations, which increases the risk that we may be found to be in violation of these laws.
Furthermore, the industry is growing, and regulatory agencies such as HHS or the FDA may apply heightened scrutiny to new
developments. While we have taken steps to ensure compliance with current regulatory frameworks in all material respects as
historically enforced by the applicable regulatory agencies, given the highly complex and often unclear guidelines, there could
be areas where we are unintentionally and unknowingly noncompliant. Any change in the federal or state laws or regulations
relating to our business may require us to implement changes to our business or practices, and we may not be able to do so in a
timely or cost- effective manner. Should we be found to be noncompliant with current or future regulatory requirements, we may
be subject to sanctions that could include changes to our operations, adverse publicity, substantial financial penalties, exclusion
from state and federal health care programs, and criminal proceedings, which may adversely affect our business, operating
results, and financial condition by increasing our cost of compliance or limiting our ability to develop, market, and
commercialize our products. In addition, there has been a reeentlongstanding trend of inereased-heightened U. S. federal and
state regutation-scrutiny of payments made to physicians and other referral sources , which are governed by various state
and federal laws and regulations including the Stark Law, the federal Anti- Kickback Statute, the Physician Payments Sunshine
Act, the Eliminating Kickbacks in Recovery Act of 2018, and the federal False Claims Act, as well as state equivalents of such
laws. While we have implemented and strive to continuously develop and improve compliance policies and procedures intended
to address compliance with applicable federal and state laws and regulations, including applicable fraud and abuse laws and
regulations such as those described in this risk factor, the evolving eemmeretalcompliance environment and the need to build
and maintain robust and scalable systems to comply with regulations in multiple jurisdictions with different compliance and
reporting requirements increases the possibility that we could inadvertently violate one or more of these requirements. Many of
the sequencing instruments, reagents, kits, and other consumable products used to perform our testing, as well as the instruments
and other capital equipment that enable the testing, are offered for sale as analyte specific reagents, or ASRs, or for research use
only, or RUO. ASRs are medical devices and must comply with FDA quality system requirements provisions and other device
requirements, but most are exempt from premarket review by the FDA as an in vitro diagnostic product. Products that are
intended for RUO and are labeled as RUO are exempt from compliance with most FDA requirements, including the approval or
clearance and other product quality requirements for medical devices. A product labeled RUO but which is actually intended for
clinical diagnostic use may be viewed by the FDA as adulterated and misbranded under the Federal Food, Drug and Cosmetic



Act, or the FD & C Act, and subject to FDA enforcement action. The FDA has said that when determining the intended use of a
product labeled RUO, it will consider the totality of the circumstances surrounding distribution and use of the product, including
how the product is marketed and to whom. The FDA could disagree with a supplier’ s assessment that the supplier’ s products
are RUOs, or could conclude that products labeled as RUO are actually intended for clinical diagnostic use, and could take
enforcement action against the supplier, including requiring the supplier to cease offering the product while it seeks appropriate
marketing authorization from FDA. Suppliers of ASRs and RUO products that we employ in our tests may cease selling their
respective products, and we may be unable to obtain an acceptable substitute on commercially reasonable terms or at all, which
could significantly and adversely affect our ability to provide timely testing results to our customers or could significantly
increase our costs of conducting business. As a clinical laboratory, our business is subject to regulation by CMS through its
Clinical Laboratory Improvement Amendments of 1988, or CLIA, program. The CLIA program regulates the quality of most
laboratory testing performed on human specimens in the United States. CLIA regulations establish quality standards for
laboratory testing in an effort to ensure the accuracy, reliability, and timeliness of patient results. To that same end, CLIA
regulations require clinical laboratories to obtain a CLIA certificate and to meet specific standards with respect to operations,
personnel, facilities, quality control and assurance, administration, participation in proficiency testing, and patient test
management. CLIA certification is also required in order for us to be eligible to bill federal and state health care programs, as
well as commercial insurers for our tests. To renew and maintain our CLIA certification, we are subject to survey and inspection
every two years. Our laboratory holds a CLIA Certificate of Accreditation. Our laboratory is also accredited by the College of
American Pathologists, or CAP. CMS has deemed CAP standards to be equally or more stringent than CLIA regulations and has
approved CAP as a recognized accrediting organization. Inspection by CAP is performed in lieu of inspection by CMS for CAP-
accredited laboratories. Because we are accredited by CAP, we are deemed to also comply with CLIA. Many commercial
insurers require CAP accreditation as a condition to contracting with clinical laboratories to cover their tests. In the event of any
CLIA- related violations, CMS has the authority to impose a wide range of sanctions, including revocation of the CLIA
certification, directed plans of correction, onsite monitoring, civil monetary penalties, civil injunctive suits, a bar on the
ownership or operation of a CLIA- certified laboratory by any owners or operators of the deficient laboratory, and many others,
depending on the nature of the CLIA violation. Any sanction imposed under CLIA and its implementing regulations, including
but not limited to those applicable to proficiency testing, or our failure to renew a CLIA certificate, could have a material and
adverse effect on our business, operating results and financial condition. If we were to lose our CLIA certification, we would not
be able to operate our clinical laboratory or conduct our testing, which would adversely impact our business, operating results,
and financial condition. In such case, even if we were able to bring our laboratory back into compliance, we could incur
significant expenses and lose revenue while doing so. Failure to maintain CAP accreditation could likewise have a material
adverse effect on the sales of our tests and the results of our operations. Our laboratory is located in Salt Lake City, Utah. Utah
requires that laboratories located in this state hold a CLIA certificate (which we do), as well as approval from the Utah
Department of Health, or UT DOH, to operate a laboratory. In addition to meeting CLIA requirements and holding a valid CLIA
certificate, Utah requires that our laboratory timely notify the UT DOH of certain changes and demonstrate successful
performance of proficiency testing in an approved proficiency testing program or approved alternative testing program. If our
clinical laboratory is out of compliance with these standards, the UT DOH may revoke our approval to perform testing or
potentially impose other remedial measures, any of which could materially affect our business. We maintain an approval in good
standing with the UT DOH. Moreover, several states require that out- of- state laboratories hold laboratory licenses from those
states in order to test specimens from patients, or accept specimens from laboratories, in those states. One such state is New
York. As part of the laboratory licensure process, the New York Department of Health, or NY DOH, requires that laboratories
seeking licensure establish the analytic and clinical performance characteristics of all tests performed, and also imposes specific
review and approval requirements on certain categories of testing, including laboratory developed tests, or LDTs. As an LDT,
our PreTRM test is thus subject to this NY DOH review and approval process. We have obtained licenses from states where we
believe we are required to be licensed. From time to time, we may become aware of other states that require out- of- state
laboratories to obtain licensure in order to accept specimens from those states, and it is possible that other states do have such
requirements or will have such requirements in the future. If we identify any other state with such requirements or if we are
contacted by any other state advising us of such requirements, we expect to seek to comply with such requirements. However,
there is no assurance that we will be able to obtain any such required license for the particular state. If a clinical laboratory is out
of compliance with state laboratory licensure laws and regulations, the state authority may suspend, restrict or revoke the license
to operate the clinical laboratory, assess substantial civil money penalties, or impose specific corrective action plans. If we were
to lose a required state license, we would not be able to operate our clinical laboratory and conduct our tests, in full or in
particular states, which would adversely impact our business, operating results, and financial condition. Any such actions could
materially affect our business. The FDA may undertake-finalize its rulemaking to regulate Laboratory Developed Tests or
Congress may take action to reform the current legal requirements applicable to LDTs si-whiel. In either case we may
become subject to extensive regulatory requirements and may be required to conduct additional clinical trials prior to continuing
to sell our existing tests or launching any other tests we may develop, which may increase the cost of conducting, or otherwise
harm, our business. We currently market the PreTRM test as an LDT and may in the future market other tests as LDTs. Fhe
Although historically the FDA applied has-adopted-a policy of enforcement discretion with respect to LDTs whereby the FBA
agency does not generally actively enforce its regulatory requirements for such tests —Hewewver-, in October 2023 , the FDA has
stated-issued a proposed rule aimed at regulating LDTs under the current medical device framework and phasing out its
current intention-to-modify-tts-enforcement discretion policy with-respeetto-EDTs-inrthe-absenee-over several years. This
FDA rulemaking was initiated after years of failed Congressionat-congressional aetiorrattempts to harmonize thetr—- the
regulatory paradigms applicable to LDTs and other in vitro diagnostic tests, as discussed further below. FDA’ s proposal



envisions that the LDT enforcement policy phase- out process would 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, although more
details are expected to be provided with the upcoming final rule. The likelihood of the FDA finalizing its proposed rule in
April 2024 (as currently projected), as well as potential litigation challenging its authority to take such action, is
uncertain at this time. Affected stakeholders 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 administrative agency action, which
may be disruptive to the industry and to patient access to certain diagnostic tests. If there are changes in FDA regulations
and-or legislative authorities such that the agency begins to exercise oversight over LDTs, or if the FDA disagrees that our
marketed tests are within the scope of its criteria used for defining LDTs, we may become subject to extensive regulatory
requirements and may be required to stop selling our existing test or launching any other tests we may develop and to conduct
additional clinical trials or take other actions prior to continuing to market our tests. If the FDA allows our tests to remain on the
market but there is uncertainty about our tests, if they are labeled investigational by the FDA or if labeling claims the FDA
allows us to make are very limited, orders from health care providers or reimbursement for our tests may decline. 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. A determination 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, and financial condition. Moreover, if the FDA were to disagree
with our conclusion that the PreTRM test falls within the scope of the agency’ s LDT definition and that the PreTRM test is thus
subject to FDA” s medical device authorities and implementing regulations today, even in the absence of final rulemaking to
regulate all LDTs as devices , the agency could require that we obtain premarket approval or another type of device premarket
authorization in order for us to commercialize the PreTRM test. As part of this process, we may also be required to conduct
additional clinical testing before applying for commercial marketing authorization. Clinical trials must be conducted in
compliance with FDA regulations in order to support a marketing submission to the agency for a regulated product, or the FDA
may take certain enforcement actions or reject the data. Performing additional, new clinical studies and 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 the PreTRM test, any or all of which would adversely impact our business. Any
such clinical trial may need to comply with recent amendments to the FD & C Act requiring sponsors of most clinical studies of
investigational devices to develop and submit a diversity action plan to the FDA. If we were to be required to develop a
diversity action plan for any future clinical trial, such an obligation could result in further costs and potentially delay our ability
to begin such a clinical trial. In addition, stree264+7-as noted above , Congress has been working on legislation to create an
LDT and In Vitro Diagnostic, or IVD, regulatory framework that would be separate and distinct from the existing medical
device regulatory framework. Mestreeently-For example, as drafted and re- introduced for consideration by the current
Congress reform leglslatlon called the Verlfylng Accurate Leading- edge IVCT Development (VALID) Act has-been

b d v Aet-would codify the term  in vitro clinical test, ” ;or IVCT, and
create a new medlcal product category Separate from medical devices that-to neludes— include products cu1rently regulated as
IVDs as well as LDTs, among other provisions. The VALID Act would also create a new system for laboratories to use to
submit their tests electronically to the FDA for approval, which is aimed at reducing the amount of time it would take for the
agency to approve such tests, and establish a new program to expedite the development of diagnostic tests that can be used to
address a current unmet need for patients. The FDA’ s October 2023 publication of an LDT proposed rule that would apply
the existing medical device framework to laboratory- developed products has renewed stakeholder calls for a more
targeted approach to modernizing the federal government’ s oversight of clinical diagnostic tests. It remains possible that
congressional action in this area could displace the need for the FDA to complete its recently proposed rulemaking. [f
Congress were to pass the VALID Act or any other legislation applicable to the FDA’ s regulation of LDTs, or if the FDA were
to successfully promulgate new regulations for such products through the oengoing notice- and- comment rulemaking or a
future rulemaking proceeding , we will likely be subject to increased regulatory burdens such as registration and listing
requirements, adverse event reporting requirements, and quality control requirements. Any legislation or formal FDA regulatory
framework affecting LDTs is also likely to have premarket application requirements prohibiting commercialization without
FDA authorization and controls regarding modification to the tests that may require further FDA submissions. Any such process
would likely be costly and time- consuming. The outcome and ultimate impact on our business of any changes to the federal
government’ s regulation of LDTs is difficult to predict. Potential future increased regulation of our LDTs could result in
increased costs and administrative and legal actions for noncompliance, including warning letters, fines, penalties, product
suspensions, product recalls, injunctions and other civil and criminal sanctions, which could have a material and adverse effect
upon our business, operating results, and financial condition. Furthermore, should it be required in the future, we cannot be sure
that the PreTRM test, any new tests that we may develop, or new uses for our products that we may develop, will be reviewed
and authorized for marketing by the FDA in a timely or cost- effective manner, if authorized at all. Even if such tests are
authorized for marketing by the FDA, the agency could limit the test’ s indications for use, which may significantly limit the
market for that product and may adversely affect our business and financial condition. In addition, failure to comply with any
applicable FDA requirements could trigger a range of governmental enforcement actions, including but not limited to
warning letters, civil monetary penalties, injunctions, criminal prosecution, recall or seizure, operating restrictions,
partial suspension or total shutdown of operations and denial of or challenges to applications for marketing
authorization, as well as significant adverse publicity. If we were to be required by the FDA to conduct additional clinical
studies before continuing to offer the PreTRM test or future tests that we may develop as LDTs, those studies could lead
to delays or failure to obtain necessary regulatory authorization, which could cause significant delays in commercializing




any future products and harm our ability to achieve profitability. If the FDA decides to require that we obtain any form
or type of premarket authorization in order for us to commercialize our current PreTRM test or any future tests
developed as LDTs, whether as a result of new legislative authority or following finalization and implementation of the
October 2023 proposed rule or based on its determination that the PreTRM test does not meet the definition of an LDT,
we may be required to conduct additional clinical testing before submitting a regulatory submission for commercial
marketing authorization. Clinical trials to support marketing authorization from the FDA must be conducted in
compliance with various regulatory requirements, including investigational device exemption regulations and good
clinical practices, or else the FDA may take certain enforcement actions or reject the data. Such clinical trials may take
several years to design and conduct, and they are often expensive and resource- driven. Further, even if clinical trials are
completed as planned, we cannot be certain that their results would be able to support the PreTRM test’ s claims or that
the FDA will agree with our conclusions regarding the results of our clinical trials. If we are required to conduct clinical
trials to support a premarket submission to the FDA, whether using prospectively acquired samples or archival samples,
delays in the commencement or completion of clinical testing could significantly increase the development costs for the
PreTRM test or any future tests and delay commercialization. Many of the factors that may cause or lead to a delay in
the commencement or completion of clinical trials may also ultimately lead to delay or denial of regulatory
authorization. See related risks described above at “ The results of our clinical trials and studies may not support the use
of our tests and other product candidates, or may not be replicated in later studies. ” The Federal Trade Commission and /
or state enforcement or regulatory agencies may object to the methods and materials we use to promote our tests and initiate
enforcement against us, which could adversely affect our business and financial condition. The Federal Trade Commission, or
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. Recently the FTC
has become more active in its scrutiny of health claims used in advertising goods and services, including through its
publication of a sweeping “ health products compliance guidance ” document in December 2022. Medical product
manufacturers’ use of social media platforms presents new risks. We believe that our customer base and potential
patient populations are active on social media and we have begun engaging through those platforms to elevate our
national marketing presence. Social media practices in the diagnostic, pharmaceutical, biotechnology, and medical
device industries are evolving, which creates uncertainty and risk of noncompliance with regulations applicable to our
business. For example, patients may use social media platforms to comment on the effectiveness of, or adverse
experiences with, the PreTRM test or any future products we may develop, which could result in reporting obligations or
the need for us to conduct an investigation. In addition, there is a risk of inappropriate disclosure of sensitive
information or negative or inaccurate posts or comments about us or our testing products on any social networking
website. If any of these events were to occur or we otherwise fail to comply with any applicable regulations, we could
incur liability, face restrictive regulatory actions, or incur other harm to our business. Actual or perceived failures to
comply with applicable data protection, data privacy and infoermation security laws, regulations, standards, and other
requirements could adversely affect our business, results of operations, and financial condition. The global data protection
landscape is rapidly evolving, and we are or may become subject to numerous state and federal laws, requirements, and
regulations governing the collection, use, disclosure, retention, and security of personal information. Implementation standards
and enforcement practices are likely to remain uncertain for the foreseeable future, and we cannot yet determine the impact
future laws, regulations , or standards or perception of their requirements may have on our business. This evolution may create
uncertainty in our business, affect our ability to operate in certain jurisdictions or to collect, store, transfer, use and share
personal information, necessitate the acceptance of more onerous obligations in our contracts, result in liability , or impose
additional costs on us. The cost of compliance with these laws, regulations, and standards is high and is likely to increase in the
future. 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, 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. As our operations and business grow, we
may beu)me subject to or aﬂected by new or dddltlondl pm acy and securlty laws and reéuldtlons and face mcre'lsed scrutiny or
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fee-l-}eet-rve}y—HlPAA )—requnes organizations like ours to de\ elop dnd 1mplement pOllCleS and procedures with respect to
information that is protected under HIPAA, called protected health information, or PHI, that is used or disclosed in connection
with our testing services, including the adoption of administrative, physical, and technical safeguards to protect such
information. HIPAA further requires organizations subject to HIPAA, called “ covered entities ” to notify affected individuals
without unreasonable delay and in no case later than 60 calendar days following discovery, of certain unauthorized access, uses,
or disclosures of PHI. If'a breach affects 500 individuals or more in a particular state or jurisdiction, covered entities must report
it to the HHS and local media contemporaneously with notice to affected individuals, and HHS will post information regarding
the breach, including the name of the entity reporting the breach, on its public website. If a breach affects fewer than 500
individuals, the covered entity must notify HHS within the first 60 days of the following calendar year in which the breach
occurred. Penalties for failure to comply with HIPAA andHHFEESH-are substantial and could include corrective action plans,
and / or the imposition of civil monetary or criminal penalties. HIPAA also authorizes state attorneys general to enforce 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. Certain states have also adopted privacy and security laws and regulations, some of which may be
more stringent than HIPAA and / or regulate information other than PHI. Such laws and regulations will be subject to
interpretation by various courts and other governmental authorities, thus creating potentially complex compliance issues for us
and our future customers and strategic partners. At the state level, for example, California has enacted the California Consumer
Privacy Act, or CCPA, an extremely comprehensive and stringent privacy law. The CCPA took effect on January 1, 2020, and
became enforceable by the California Attorney General on July 1, 2020. It creates individual privacy rights for California
consumers and increases the privacy and security obligations of entities handling certain personal data. The CCPA provides for
civil penalties for violations, as well as a private right of action for data breaches. CCPA does not apply to health information
that is protected by HIPAA or the California Confidentiality of Medical Information Act , but CCPA still applies to other
types of personal information held by HIPAA covered entities, such as personnel or marketing information. The regulations
issued under the CCPA have been modified several times, and there is still some uncertainty about how the law will be
interpreted and enforced. In addition, California voters also approved a new privacy law, the California Privacy Rights Act, or
CPRA, on November 3, 2020 which went into effect in January 2023 medifying-with enforcement commencing in July 2023.
CPRA modifies the CCPA significantly, resulting in further uncertainty, additional costs and expenses stemming from efforts
to comply, and additional potential for harm and liability for failure to comply. The CPRA imposes additional obligations on
companies covered by the legislation and expands consumers’ rights with respect to certain sensitive personal information. The
CPRA also creates a new state agency Vested w1th authorlty to 1mp1ement and enforce the CCPA and the CPRA. A number of
o 4 0 ofrtaws-and-other B—S—states have propesats
tmder—eensﬂefaﬂeﬁ—enacted thelr own prlvacy laws, mcludlng Colorado, Connectlcut Delaware, Florida, Indiana, Iowa,
Montana, Oregon, Tennessee, Texas, Utah, and Virginia , increasing the-our regulatory compliance burden and risk.
Similar laws have also been proposed in other states and at the federal level. The CCPA, the CPRA, and similar laws may
increase our compliance costs and potential liability. Any liability from failure to comply with the requirements of these laws
could adversely affect our financial condition. All U. S. states have implemented data breach notification laws that overlap and
often conflict with HIPAA and apply simultaneously. We must comply with all of these laws simultaneously in the event of a
data breach which is a complicated and expensive proposition. 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. 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 seslestrive 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, Contract Research Organizations, or CROs, 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. Security breaches, losses of data, and
other disruptions could compromise sensitive information related to our business or prevent us from accessing critical
information and expose us to liability, which could adversely affect our business and reputation. In the ordinary course of our
business, we collect and store sensitive data, including PHI (such as patient medical records, including test results), and
personally identifiable 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,
payers and collaboration partners. We manage and maintain our data utilizing a combination of on- site systems, managed data
center systems and cloud- based data center systems. We are highly dependent on information technology networks and
systems, including the internet, to securely process, transmit and store critical 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 and other service providers, may be vulnerable to attacks by hackers, viruses,
disruptions and breaches due to employee error or malfeasance. 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, subject us to fines and mandatory corrective action and require us to verify the correctness of, or to
reconstruct, database contents. Such a breach or violation also could result in legal claims or proceedings brought by a private
party or a governmental authority, liability under laws and regulations that protect the privacy of personal information, such as
HIPAA ;7HIFEE€H-and laws and regulations of various U. S. states, as well as penalties imposed by the Payment Card Industry
Security Standards Council for violations of the Payment Card Industry Data Security Standards. If we are unable to prevent
such security breaches or privacy violations or implement satisfactory remedial measures, we may suffer loss of reputation,
financial loss, and 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.
Unauthorized access, loss , or dissemination of information could disrupt our operations, including our ability to perform tests,




provide test results, bill payers or patients, process claims and appeals, provide customer assistance services, conduct research
and development activities, develop and commercialize tests, collect, process and prepare company financial information,
provide information about our tests, educate patients and health care providers about our service, and manage the administrative
aspects of our business, any of which could damage our reputation and adversely affect our business. Any breach could also
result in the compr01n1se of our trade secrets and other proprletary 1nf0rrnat10n whrch could adversely affect our competltrve

plian a-fia ; z Any fallure or perceived
farlure by us or any third- party Collaborators service providers, contractors or consultants to comply with privacy,
confidentiality, data security or similar obligations, or any data security incidents or other security breaches that result in the
accidental, unlawful or unauthorized access to, use of, release of, or transfer of sensitive information, including personally
identifiable information, or PHI, may result in negative publicity, harm to our reputation, governmental investigations,
enforcement actions, regulatory fines, litigation or public statements against us, could cause third parties to lose trust in us or
could result in claims by third parties, including class action lawsuits, any of which could have a material adverse effect on our
reputation, business, financial condition or results of operations. While we have implemented data security measures intended to
protect our information, data, information technology systems, applications and infrastructure, there can be no assurance that
such measures will successfully prevent service interruptions or data security incidents or that these measures will be

satlsfactory to regulatory authorrtles in the event of an audrt 1nvest1gat10n or complalnt lﬁwe—efetrr—empley*ees—efeer}tf&etefs

A A v A - We operate in one of the most highly regulated
industries in the Unrted States Our business activities are, or may in the future be, subject to comprehensrve compliance
obligations under state and federal laws and regulations, including: ¢ Federal and state laws governing laboratory testing,
including but not limited to the Clinical Laboratory Improvement Amendments of 1988 and state laboratory licensure and
related laws . « FDA laws and regulations, including but not limited to requirements for offering LDTs . « The federal Anti-
Kickback Statute, or AKS, which generally prohibits, among other things knowingly and willfully offering, paying, soliciting, or
receiving any remuneration, directly or indirectly, covertly or overtly, in cash or in kind in return for (i) referring an individual to
a person for the furnishing or arranging of any item or service, or (ii) purchasing, leasing, ordering, or arranging for or
recommending the purchasing, leasing, or ordering of any good, facility, service, or item, for which payment may be made by
federal health care programs. A person or entity does not need to have actual knowledge of the AKS or specific intent to violate
it to have committed a violation. Safe harbors and exceptions to the AKS protect specified arrangements and conduct if every
element of the applicable safe harbor or exception is met. However, failure to satisfy each such requirement does not necessarily
mean that the arrangement or conduct at issue violates the AKS. In such circumstances, a facts- and- circumstances analysis is
necessary to determine AKS compliance or lack thereof. Violations of the AKS are subject to civil and criminal fines and
penalties for each violation, plus up to three times the remuneration involved, imprisonment, and exclusion from federal health
care programs. In addition, claims submitted to federal health care programs for items or services resulting from a violation of
the AKS are deemed to be false or fraudulent claims for purposes of the False Claims Act, or FCA. ¢ The Stark Law, also
known as the physician self- referral prohibition, which, unless an exception applies, generally prohibits physicians or an
immediate family member from making referrals for certain designated health services covered by Medicare or Medicaid,
including clinical laboratory services, if the physician or an immediate family member has a prohibited financial relationship
with the entity providing the services at issue. Many states have statutes that are similar to the Stark Law. Federal and
State-state enforcement agencies may assert that a claim including items or services resulting from a violation of the Stark Law
or state phystetan-self—referral-law equivalent constitutes a false or fraudulent claim for purposes of the federal FCA or any
state false claims statute. * The federal False Claims Act ;whieh-imposes civil liability on any person or entity that, among other
things, knowingly presents, or causes to be presented, to the federal government, claims for payment that are false or fraudulent;
and / or knowingly makes, uses, or causes to be made or used, a false statement ef-or record material to a false or fraudulent
claim or obligation to pay or transmit money or property to the federal government. The FCA also prohibits the knowing
retention of overpayments (sometimes referred to as “ reverse false claims ) and permits private individuals acting as
whistleblowers ” (also referred to as qui tam relators) to bring actions on behalf of the federal government alleging violations
of the FCA and to share in any monetary recovery. The federal government may elect or decline to intervene in such matters, but
if the government declines intervention, the whistleblower may still proceed with the litigation on the government’ s behalf. ¢
The federal Civil Monetary Penalties Law, or CMP Law, which, unless an exception applies, prohibits, among other things, (1)
the offering or transfer of remuneration to a beneficiary of Medicare or a state health care program, if the person knows or
should know it is likely to influence the beneficiary’ s selection of a particular provider, practitioner, or supplier of services
reimbursable by Medicare or a state health care program; (2) employing or contracting with an individual or entity that the
provider knows or should know is excluded from participation in a federal health care program; (3) billing for services
requested by an unlicensed physician or an excluded provider; and (4) billing for medically unnecessary services. Violations of
the CMP Law may result in the imposition of civil monetary penalties, as well as damages and possible exclusion from
participation in state and federal health care programs. * The federal health care fraud statute, which imposes criminal



liability for knowingly and willfully executing or attempting to execute a scheme to defraud any health care benefit program
(which includes commercial insurers). Violations of this statute are punishable by imprisonment, fines, or both. * The federal
statute prohibiting false statements relating to health care matters, which criminalizes knowingly and willfully falsifying,
concealing or covering up by any trick or device a material fact or making any materially false, fictitious, or fraudulent
statements or representations in connection with the delivery of, or payment for, health care benefits, items or services relating to
health care matters. Violations of this statute are punishable by imprisonment, fines, or both. * HIPAA, as amended by HITECH
and their-its respective implementing regulations, including the Final Omnibus Rule published in January 2013, which impose
requirements on certain covered health care providers, health plans, and health care clearinghouses as well as their respective
business associates. HITECH also created new tiers of civil monetary penalties, amended HIPAA to make civil and criminal
penalties directly applicable to business associates, and gave state attorneys general new authority to file civil actions for
damages or injunctions in federal courts to enforce HIPAA and seek attorneys’ fees and costs associated with pursuing federal
civil actions. fnraddition;-there-There are additional federal, state, and non- U. S. laws which govern the privacy and security of
health and other personal information, many of which differ from each other in significant ways and may not have the same
effect, thus complicating compliance efforts. « The Eliminating Kickbacks in Recovery Act of 2018, or EKRA, which is an all-
payer anti- kickback law that criminalizes the offer, payment, solicitation , or receipt of any remuneration, directly or indirectly,
overtly or covertly, in cash or in kind, in return for referring, to induce referrals of, or in exchange for referring patients to
recovery homes, clinical treatment facilities, or laboratories, unless an exception applies. Most of the safe harbors applicable
under the AKS are not reiterated under EKRA’ s exceptions. Therefore, compliance with an AKS safe harbor may not guarantee
protection under the EKRA. EKRA thus could be interpreted to potentially expand the universe of arrangements that could be
subject to enforcement under federal fraud and abuse laws, as well as substantial penalties. « State data privacy and security
laws, which may be more stringent than HIPAA. For example, the CCPA creates individual privacy rights for California
consumers and increases the privacy and security obligations of certain entities handling certain personal data. The CCPA
provides for civil penalties for violations, as well as a private right of action for data breaches. The CCPA is expected to
increase data breach litigation and may increase our compliance costs and potential liability. Many similar laws have been
proposed at the federal level and in other states; in the event that we are subject to or affected by any such privacy and data
protection laws, any liability from failure to comply with the requirements of these laws could adversely affect our financial
condition. * Federal, state, and local regulations relating to the handling and disposal of regulated medical waste, hazardous
waste, and biohazardous waste and workplace safety for health care employees. * Laws and regulations relating to health and
safety, labor and employment, public reporting, taxation, and other areas applicable to businesses generally, all of which are
subject to change, including, for example, the significant changes to the taxation of business entities were enacted in December
2017. « Additionally, we are subject to state equivalents of each of the health care laws and regulations described above, among
others, some of which may be broader in scope and may apply regardless of the payer. Many U. S. states have adopted laws
similar to the AKS, Stark Law, and FCA, which may apply to our business practices, including, but not limited to, research,
distribution, sales or marketing arrangements, and claims involving health care items or services reimbursed by commercial
insurers. In addition, many states have fraud and abuse laws, such as fee- splitting restrictions, insurance fraud laws, anti-
markup laws, prohibitions on waiving coinsurance, copayments, deductibles and other amounts owed by patients, and
prohibitions on the provision of tests at no or discounted cost to induce physician or patient adoption. Some states also prohibit
certain health care practices, such as billing physicians for tests that they order and business corporations practicing medicine or
employing or engaging physicians to practice medicine. There are ambiguities as to what is required to comply with these state
requirements and if we fail to comply with an applicable state law requirement, we could be subject to penalties. Finally, there
are state and foreign laws governing the privacy and security of health information, many of which differ from each other in
significant ways and often are not preempted by HIPAA, thus complicating compliance efforts. Because we develop our LDTs
solely for use by or within our own laboratory, we believe we are exempt from the reporting requirements imposed under the
federal Physician Payments Sunshine Act, or the Sunshine Act. The Sunshine Act requires, among other things, certain
manufacturers of drugs, devices, biologics, and medical supplies reimbursed under Medicare, Medicaid or the Children’ s Health
Insurance Program to collect and report annually to CMS certain data and information related to payments and other transfers of
value provided to physicians, teaching hospitals, and advanced non- physician health care practitioners, as well as ownership
and investment 1nterests 1nclud1ng such ownershlp and 1nvestment 1nterests held by a phys101an s 1mrned1ate famlly members
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also have laws s1mllar to the Sunshme Act fepeﬁrng— Whlle we beheve that the Sunshine Act does not apply to our business,
we cannot guarantee that the federal government or other regulators will agree with our determination. Moreover, we could
become subject to Sunshine Act reporting requirements if the FDA requires us to obtain premarket authorization for our tests as
medical devices (whether because the agency determines that the PreTRM test does not fall within the scope of the
agency’ s existing LDT definition or because it finalizes the ongoing notice- and- comment rulemaking to exercise
authority over LDTs as medical devices) or Congress enacts legislative reforms to the federal oversight of LDTs to subject
them to FDA regulation and / or the reporting requirements of the Sunshine Act. A determination that we have violated these
laws and related CMS regulations, or a public announcement that we are being investigated for possible violations, could
adversely affect our business. In addition, rapid growth and expansion of our business may increase the risk of violating
applicable health care laws or related internal compliance policies and procedures, as well as the possibility that we may be
accused of and / or investigated for violating these laws, regulations, and related internal policies and procedures. We likewise
may be accused of, and subject to investigation and / or enforcement for, violating these laws on the basis of conduct engaged in
by our employees, contractors and / or other related third parties. Such accusations and investigations may stem from allegations




made by whistleblowers under the qui tam provisions of the FCA or state law equivalents, as well as investigative efforts
undertaken by state and federal regulatory and enforcement agencies. The evolving interpretations of these laws and regulations
by courts and regulators increase the risk that we may be alleged to be, or in fact found to be, in violation of these or other laws
and regulations. Because of the breadth of these laws and the narrowness of the statutory exceptions and safe harbors available,
it is possible that some of our business activities could be subject to challenge and may not comply under one or more of such
laws, regulations, and guidance. Law enforcement authorities are increasingly focused on enforcing fraud and abuse laws, and it
is possible that some of our practices may be challenged under these laws. Efforts to ensure that our current and future business
arrangements with third parties, and our business generally, will comply with applicable health care laws and regulations will
involve substantial costs. If our operations, including our arrangements with physicians and other health care providers, are
found to be in violation of any of such laws or any other governmental regulations that apply to us, we may be subject to
penalties, including, without limitation, administrative, civil and criminal penalties, damages, fines, disgorgement, contractual
damages, reputational harm, diminished profits and future earnings, the curtailment or restructuring of our operations, exclusion
from participation in federal and state health care programs (such as Medicare and Medicaid), and imprisonment, as well as
additional reporting obligations and oversight if we become subject to a corporate integrity agreement or other agreement to
resolve allegations of non- compliance with these laws, any of which could adversely affect our ability to operate our business
and our financial results. Companies in our industry occasionally receive investigative demands, subpoenas, or other requests for
information from state and federal governmental agencies. We cannot predict the occurrence, timing, outcome, or impact of any
such investigations. Any adverse outcome in one or more of these investigations could include the commencement of civil and /
or criminal proceedings, substantial fines, penalties, administrative remedies and / or entry into corporate integrity agreements
with governmental agencies, among other penalties. In addition, resolution of any of these matters could involve the imposition
of additional costly compliance obligations. These potential consequences, as well as any adverse outcome from government
investigations, could have a material and adverse effect on our business, operating results, and financial condition. Risks Related
to Intellectual Property Our success and ability to compete depend, in part, on our ability to obtain, maintain, and enforce
patents, trade secrets, trademarks, and other intellectual property rights and to operate without having third parties infringe,
misappropriate, or circumvent the rights that we own or license. If we are unable to obtain, maintain, and enforce intellectual
property protection covering our current and future tests or technology, others may be able to make, use or sell tests or
technology that are substantially the same as ours without incurring the sizeable development costs that we have incurred,
which would adversely affect our ability to compete in the market. Our ability to stop third parties from making, using, selling,
offering to sell or importing our tests or technology is dependent upon the extent to which we have rights under valid and
enforceable patents that cover these activities. However, the patent positions of diagnostic companies, including ours, can be
highly uncertain and involve complex legal and factual questions for which important legal principles remain unresolved. The U.
S. Supreme Court and U. S. Court of Appeals for the Federal Circuit have in recent years issued a number of decisions relating
to the patent- eligibility of diagnostic method claims. We cannot predict what impact these decisions may have on our ability to
obtain or enforce patents relating to diagnostic methods in the future. We believe that no consistent policy regarding the scope of
valid patent claims in these fields has emerged to date in the United States. The patent situation in the diagnostics industry
outside the United States also is uncertain at least in a number of countries. Moreover, U. S. patent laws frequently change,
including changes regarding how patent laws are interpreted, and the U. S. Patent and Trademark Office, or USPTO, frequently
issues new procedures to the patent system. We cannot accurately predict future changes in the interpretation of patent laws or
changes to patent laws that might be enacted into law. Those changes may materially affect our patents or our ability to obtain
patents. Therefore, there can be no assurance that any current or future patent applications will result in the issuance of patents or
that we will develop additional proprietary tests or technology which are patentable. Moreover, patents or pending applications
that may issue in the future may not provide us with any competitive advantage. Our patent position is subject to numerous
additional risks, including the following: « we may fail to seek patent protection for inventions that are important to our success;
* any current or future patent applications may not result in issued patents; * we cannot be certain that we were the first to file
patent applications for the inventions covered by pending patent applications and, if we are not, we may be subject to priority or
derivation disputes; * we may be required to disclaim part or all of the term of certain patents or part or all of the term of certain
patent applications; « we may file patent applications but have claims restricted or we may not be able to supply sufficient data
to support our claims and, as a result, may not obtain the original claims desired or we may receive restricted claims.
Alternatively, it is possible that we may not receive any patent protection from an application; * we could inadvertently abandon
a patent or patent application, resulting in the loss of protection of certain intellectual property rights in a particular country. We
or our patent counsel may take action resulting in a patent or patent application becoming abandoned which may not be able to
be reinstated or if reinstated, may suffer patent term adjustments; ¢ the claims of our issued patents or patent applications when
issued may not cover our tests or technology; * no assurance can be given that our patents would be declared by a court to be
valid and enforceable or that a competitor’ s test or technology would be found by a court to infringe our patents. Our patents or
patent applications may be challenged by third parties in patent litigation or in proceedings before the USPTO or its foreign
counterparts, and may ultimately be declared invalid or unenforceable, or narrowed in scope; * there may be prior art of which
we are not aware that may affect the validity of a patent claim. There also may be prior art of which we are aware, but which we
do not believe affects the validity or enforceability of a claim, which may, nonetheless, ultimately be found to do so; © third
parties may develop tests or technology that have the same or similar effect as our tests and technology without infringing our
patents. Such third parties may also intentionally circumvent our patents by means of alternate designs or processes or file
applications or be granted patents that would block or hurt our efforts; * there may be patents relevant to our tests or technology
of which we are not aware; * certain of our intellectual property was partly supported by a U. S. government grant awarded by
the National Institutes of Health, and the government accordingly has certain rights in this intellectual property, including a non-



exclusive, non- transferable, irrevocable worldwide license to use applicable inventions for any governmental purpose. Such
rights also include “ march- in ” rights, which refer to the right of the U. S. government to require us to grant a license to the
technology to a responsible applicant if we fail to achieve practical application of the technology or if action is necessary to
alleviate health or safety needs, to meet requirements of federal regulations or to give preference to U. S. industry; ¢ our patent
counsel, lawyers or advisors may have given us, or may in the future give us incorrect advice or counsel; * the patent and patent
enforcement laws of some foreign jurisdictions may not protect intellectual property rights to the same extent as laws in the
United States, and many companies have encountered significant difficulties in protecting and defending such rights in foreign
jurisdictions. If we encounter such difficulties or we are otherwise precluded from effectively protecting our intellectual
property rights in foreign jurisdictions our business prospects could be substantially harmed, and we may not pursue or obtain
patent protection in all major markets; and * we may not develop additional tests or technology that are patentable. Any of these
factors could hurt our abllity to gain patent protection for our tests and technology —Issted-patents-eovering-our-tests-and

0 sed-. Our patents and patent applications may be subject to
validity, enforceabihty and priorlty disputes The issuance of a patent is not conclusive as to its 1nventorsh1p, scope, validity or
enforceability. Some of our patents or patent applications may be challenged at a future point in time in opposition, derivation,
reexamination, inter partes review, post- grant review or interference or other similar proceedings. Any successful third- party
challenge to our patents in this or any other proceeding could result in the unenforceability or invalidity of such patents, which
may lead to increased competition to our business, which could have a material adverse effect on our business, financial
condition, results of operations, and prospects. In addition, if we initiate legal proceedings against a third party to enforce a
patent covering our tests or technology, the defendant could counterclaim that such patent covering our tests or technology, as
applicable, is invalid and / or unenforceable. In patent litigation in the United States, defendant counterclaims alleging invalidity
or unenforceability are commonplace. There are numerous grounds upon which a third party can assert invalidity or
unenforceability of a patent. Grounds for a validity challenge could be an alleged failure to meet any of several statutory
requirements, including lack of novelty, obviousness or non- enablement. Grounds for an unenforceability assertion could be an
allegation that someone connected with prosecution of the patent withheld relevant information from the relevant patent office,
or made a misleading statement, during prosecution. Third parties may also raise similar claims before administrative bodies in
the United States or abroad, even outside the context of litigation. Such mechanisms include ex parte re- examination, inter
partes review, post- grant review, derivation and equivalent proceedings in non- U. S. jurisdictions, such as opposition
proceedings. Such proceedings could result in revocation of or amendment to our patents in such a way that they no longer cover
and protect our tests or technology. With respect to the validity of our patents, for example, we cannot be certain that there is no
invalidating prior art of which we, our licensor, our or its patent counsel and the patent examiner were unaware during
prosecution. The outcome following legal assertions of invalidity and unenforceability during patent litigation is unpredictable.
If a defendant or other third party were to prevail on a legal assertion of invalidity or unenforceability, we would lose at least
part, and perhaps all, of the patent protection on certain aspects of our tests and technology, which could have a material adverse
effect on our business, financial condition, results of operations, and prospects. In addition, if the breadth or strength of
protection provided by our patents and patent applications is threatened, regardless of the outcome, it could dissuade companies
from collaborating with us to license intellectual property or develop or commercialize current or future tests and technology.
We may not be aware of all third- party intellectual property rights potentially relating to our tests or technology. Publications of
discoveries in the scientific literature often lag behind the actual discoveries, and patent applications in the United States and
other jurisdictions are typically not published until approximately 18 months after filing or, in some cases, not until such patent
applications issue as patents. 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, or other similar proceedings in non- U. S. jurisdictions, that could result in substantial cost to us and the
loss of valuable patent protection. The outcome of such proceedings is uncertain. No assurance can be given that other patent
applications will not have priority over our patent applications. In addition, 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, regardless of the merit of such proceedings and
regardless of whether we are successful, we could experience significant costs and our management may be distracted. Any of
the foregoing events could have a material adverse effect on our busrness financial condition, results of operations, and
prospects - arty-. Third parties may infringe one or more of our
patents, trademarks or other 1ntellectua1 property rights We cannot predict if, when or where a third party may infringe our
intellectual property rights. To counter infringement, we may be required to file infringement lawsuits, which can be expensive
and time consuming. There is no assurance that we would be successful in a court of law in proving that a third party is
infringing one or more of our issued patents or trademarks. Any claims we assert against perceived infringers could also provoke
these parties to assert counterclaims against us, alleging that we infringe their intellectual property. In addition, in a patent
infringement proceeding, a court may decide that a patent of ours is invalid or unenforceable, in whole or in part, construe the
patent’ s claims narrowly and / or refuse to stop the other party from using the technology at issue on the grounds that our
patents do not cover the technology in question, any of which may adversely affect our business. Even if we are successful in
proving in a court of law that a third party is infringing our intellectual property rights, there can be no assurance that we would
be successful in halting their infringing activities, for example, through a permanent injunction, or that we would be fully or
even partially financially compensated for any harm to our business. We may be forced to enter into a license or other agreement
with the infringing third party at terms less profitable or otherwise commercially acceptable to us than if the license or
agreement were negotiated under conditions between those of a willing licensee and a willing licensor. We may not become




aware of a third- party infringer within legal timeframes for compensation or at all, thereby possibly losing the ability to be
compensated for any harm to our business. Such a third party may be operating in a foreign country where the infringer is
difficult to locate and / or the intellectual property laws may be more difficult to enforce. Some third- party infringers may be
able to sustain the costs of complex infringement litigation more effectively than we can because they have substantially greater
resources. Any inability to stop third- party infringement could result in loss in market share of some of our tests and technology
or even lead to a delay, reduction and / or inhibition of the development, manufacture or sale of certain tests and technology by
us. There is no assurance that a test or technology produced and sold by a third- party infringer would meet our or other
regulatory standards or would be safe for use. Such third- party infringer tests or technology could irreparably harm the
reputation of our tests or technology thereby resulting in substantial loss in our market share and profits. Developments or
uncertainty in the patent statute, patent case law or USPTO rules and regulations may impact the validity of our patent rights.
Our patent rights may be affected by developments or uncertainty in the patent statute, patent case law or USPTO rules and
regulations. For example, the patent position of companies engaged in the development and commercialization of diagnostic
tests are particularly uncertain. Changes in either the patent laws or interpretation of the patent laws in the United States or in
other jurisdictions could increase the uncertainties and costs surrounding the prosecution of patent applications and the
enforcement or defense of issued patents. For instance, under the Leahy- Smith America Invents Act, or the America Invents
Act, enacted in September 2011, the United States transitioned to a first inventor to file system in which, assuming that other
requirements for patentability are met, the first inventor to file a patent application is entitled to the patent on an invention
regardless of whether a third party was the first to invent the claimed invention. These changes include allowing third- party
submission of prior art to the USPTO during patent prosecution and additional procedures to challenge the validity of a patent
by USPTO administered post- grant proceedings, including post- grant review, inter partes review and derivation proceedings.
The America Invents Act and its implementation could increase the uncertainties and costs surrounding the prosecution of our
patent applications and the enforcement or defense of our issued patents, all of which could have a material adverse effect on our
business, financial condition, results of operations, and prospects. Various courts, including the U. S. Supreme Court, have
rendered decisions that impact the scope of patentability of certain inventions or discoveries relating to the life sciences
technology. Specifically, these decisions stand for the proposition that patent claims that recite laws of nature are not themselves
patentable unless those patent claims have sufficient additional features that provide practical assurance that the processes are
genuine inventive applications of those laws rather than patent drafting efforts designed to monopolize the law of nature itself.
What constitutes a “ sufficient ” additional feature is uncertain. Furthermore, in view of these decisions, since December 2014,
the USPTO has published and continues to publish revised guidelines for patent examiners to apply when examining process
claims for patent eligibility. In addition, U. S. 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 may have a material adverse effect on our ability to
obtain new patents and to defend and enforce our existing patents and patents that we might obtain in the future. We cannot
assure you that our patent portfolio will not be negatively impacted by the current uncertain state of the law, new court rulings or
changes in guidance or procedures issued by the USPTO or other similar patent offices around the world. From time to time, the
U. S. Supreme Court, other federal courts, the U. S. Congress or the USPTO may change the standards of patentability, scope
and validity of patents within the life sciences technology and any such changes, or any similar adverse changes in the patent
laws of other jurisdictions, could have a negative impact on our business, financial condition, prospects, and results of
operations. We may be subject to claims challenging the inventorship of our patents and other intellectual property. We may be
subject to claims that former employees, collaborators or other third parties have an interest in our patents, trade secrets or other
intellectual property as an inventor or co- inventor. For example, we may have inventorship disputes arise from conflicting
obligations of employees, consultants or others who are involved in developing our tests and technology. In addition,
counterparties to our consulting, sponsored research, software development and other agreements may assert that they have an
ownership interest in intellectual property developed under such arrangements. In particular, certain software development
agreements pursuant to which certain third parties have developed parts of our proprietary software may not include provisions
that expressly assign to us ownership of all intellectual property developed for us by such third parties. As such, we may not
have the right to use all such developed intellectual property under such agreements, we may be required to obtain licenses from
third parties and such licenses may not be available on commercially reasonable terms or at all, or may be non- exclusive. If we
are unable to obtain such licenses and such licenses are necessary for the development, manufacture, and commercialization of
our tests and technology, we may need to cease the development, manufacture, and commercialization of our tests and
technology. Litigation may be necessary to defend against these and other claims challenging inventorship of our patents, trade
secrets or other intellectual property. If we fail in defending any such claims, in addition to paying monetary damages, we may
lose valuable intellectual property rights, such as exclusive ownership of, or right to use, intellectual property that is important to
our business, including our software, workflows, consumables, and reagent kits. In such an event, we may be required to obtain
licenses from third parties and such licenses may not be available on commercially reasonable terms or at all, or may be non-
exclusive. If we are unable to obtain and maintain such licenses, we may need to cease the development, manufacture, and
commercialization of our tests and technology. Even if we are successful in defending against such claims, litigation could
result in substantial costs and be a distraction to management and other employees, and certain customers or partners may defer
engaging with us until the particular dispute is resolved. Any of the foregoing could have a material adverse effect on our
business, financial condition, results of operations, and prospects. We may be subject to claims that our employees, consultants
or independent contractors have wrongfully used or disclosed confidential information of third parties. We employ individuals



who were previously employed at other biotechnology or diagnostic companies. We may be subject to claims that we or our
employees, consultants or independent contractors have inadvertently or otherwise used or disclosed confidential information of
our employees’ former employers or other third parties. We may also be subject to claims that former employers or other third
parties have an ownership interest in our patents. Litigation may be necessary to defend against these claims. There is no
guarantee of success in defending these claims, and if we do not prevail, we could be required to pay substantial damages and
could lose rights to important intellectual property. Even if we are successful, litigation could result in substantial cost and be a
distraction to our management and other employees. We rely on trade secret protection to protect our interests in proprietary
know- how and in processes for which patents are difficult to obtain or enforce, including the proprietary algorithm that we use
for our tests and technology, including the PreTRM test. We may not be able to protect our trade secrets adequately. We have a
policy of requiring our consultants, advisors, and collaborators to enter into confidentiality agreements and our employees to
enter into invention, non- disclosure, and non- compete agreements. However, no assurance can be given that we have entered
into appropriate agreements with all parties that have had access to our trade secrets, know- how or other proprietary
information. There is also no assurance that such agreements will provide for a meaningful protection of our trade secrets,
know- how or other proprietary information in the event of any unauthorized use or disclosure of information. Furthermore, we
cannot provide assurance that any of our employees, consultants, contract personnel or collaborators, either accidentally or
through willful misconduct, will not cause serious damage to our programs and our strategy, for example by disclosing
important trade secrets, know- how or proprietary information to our competitors. It is also possible that our trade secrets, know-
how or other proprietary information could be obtained by third parties as a result of breaches of our physical or electronic
security systems. Any disclosure of confidential data into the public domain or to third parties could allow our competitors to
learn our trade secrets and use the information in competition against us. In addition, others may independently discover our
trade secrets and proprietary information. Any action to enforce our rights is likely to be time consuming and expensive, and
may ultimately be unsuccessful, or may result in a remedy that is not commercially valuable. These risks are accentuated in
foreign countries where laws or law enforcement practices may not protect proprietary rights as fully as in the United States or
Europe. Any unauthorized disclosure of our trade secrets or proprietary information could harm our competitive position. Risks
Related to Our Class A Common Stock The trading price of our Class A common stock is likely to be highly volatile and could
be subject to wide fluctuations in response to various factors, some of which are beyond our control, including limited trading
volume. In addition to the factors discussed in this “ Risk Factors ” section and elsewhere in this report, these factors include: °
our ability to successfully execute meet-enr-obligations-under our commercial agreement with Elevance Health and obtain
broader market adoption of our PreTRM test; * actual or anticipated variations in our and our competitors’ results of operations,
as well as how those results compare to analyst and investor expectations; ¢ our failure to successfully commercialize our
product candidates; * announcements by us or our competitors of new products, significant acquisitions, other strategic
transactions, including strategic and commercial partnerships and relationships, joint ventures, divestitures, collaborations or
capital commitments; ¢ changes in reimbursement practices by current or potential payers; ¢ failure of analysts to initiate or
maintain coverage of our eempany-Company , issuance of new securities analysts’ reports or changed recommendations for our
Class A common stock; ¢ forward- looking statements related to our financial guidance or projections, our failure to meet or
exceed our financial guidance or projections or changes in our financial guidance or projections; ¢ actual or anticipated changes
in regulatory oversight of our products; ¢ development of disputes concerning our intellectual property or other proprietary
rights; « commencement of, or our involvement in, litigation; * announcement or expectation of additional debt or equity
financing efforts; * any major change in our management; * our inability to establish collaborations, if needed; * additions or
departures of key scientific or management personnel; ¢ our ability to effectively manage our growth;  overall performance of
the equity markets; * sales of our common stock by us, our directors and officers, or our other stockholders in the future; *
trading volume of our Class A common stock;  changes in accounting practices; ¢ ineffectiveness of our internal controls; ¢
general political and economic conditions; and ¢ other events or factors, many of which are beyond our control. In addition, the
stock market in general, and the market for diagnostics companies in particular, has experienced extreme price and volume
fluctuations that have often been unrelated or disproportionate to the operating performance of the companies, including as a
result of the-COVID-—9-pandemte-and-inflationary pressures , supply chain disruptions and geopolitical instability . Broad
market and industry factors may negatively affect the market price of our Class A common stock, regardless of our actual
operating performance. In the past, securities class action litigation has often been instituted against companies following
periods of volatility in the market price of a company’ s securities. This type of litigation, if instituted, could result in substantial
costs and a diversion of management’ s attention and resources. We do not intend to pay dividends on our Class A common
stock, so any returns will be limited to the value of our Class A common stock. We currently anticipate that we will retain future
earnings for the development, operation and expansion of our business and do not anticipate declaring or paying any cash
dividends for the foreseeable future. Furthermore, future debt or other financing arrangements may contain terms prohibiting or
limiting the amount of dividends that may be declared or paid on our Class A common stock. Any return to stockholders will
therefore be limited to the appreciation of their stock. Our executive officers, directors and their affiliates and our stockholders
holding 5 % or more of our common stock own a significant percentage of our Class A common stock and will be able to exert
significant control over matters subject to stockholder approval. Our executive officers, directors and our stockholders holding 5
% or more of our common stock and their affiliates beneficially hold a significant percentage of our outstanding Class A
common stock. These stockholders, acting together, would be able to significantly influence our management and affairs and the
outcome of matters submitted to our stockholders for approval, including the election of directors and any sale, merger,
consolidation, or sale of all or substantially all of our assets. This concentration of ownership control may adversely affect the
market price of our Class A common stock by: ¢ delaying, deferring or preventing a change in control; * entrenching our
management and the board of directors; * impeding a merger, consolidation, takeover or other business combination involving us



that other stockholders may desire; and / or « discouraging a potential acquirer from making a tender offer or otherwise
attempting to obtain control of us. The dual class structure of our common stock may limit your ability to influence corporate
matters and may limit your visibility with respect to certain transactions. The dual class structure of our common stock may limit
your ability to influence corporate matters. Holders of our Class A common stock are entitled to one vote per share, while
holders of our Class B common stock are not entitled to any votes per share. Nonetheless, each share of our Class B common
stock may be converted at any time into one share of our Class A common stock at the option of its holder by providing written
notice to us, subject to the limitations provided for in our amended and restated certificate of incorporation. Consequently, if
holders of our Class B common stock exercise their option to make this conversion, this will have the effect of increasing the
relative voting power of those prior holders of our Class B common stock, and correspondingly decreasing the voting power of
the holders of our Class A common stock, which may limit your ability to influence corporate matters. Additionally,
stockholders who hold, in the aggregate, more than 10 % of our Class A common stock and Class B common stock, but 10 % or
less of our Class A common stock, and are not otherwise an insider, may not be required to report changes in their ownership
due to transactions in our Class B common stock pursuant to Section 16 (a) of the Exchange Act, and may not be subject to the
short- swing profit provisions of Section 16 (b) of the Exchange Act. We are an emerging growth company and a smaller
reporting company, and we cannot be certain if the reduced reporting requirements applicable to emerging growth companies
will make our Class A common stock less attractive to investors. We are an emerging growth company, or EGC, as defined in
the JOBS Act. For as long as we continue to be an EGC, we may take advantage of exemptions from various reporting
requirements that are applicable to other public companies that are not EGCs, including not being required to comply with the
auditor attestation requirements of Section 404 of the Sarbanes- Oxley Act, reduced disclosure obligations regarding executive
compensation in this report and our periodic reports and proxy statements and exemptions from the requirements of holding
nonbinding advisory votes on executive compensation and stockholder approval of any golden parachute payments not
previously approved. We may remain an EGC until the earliest to occur of: (1) the last day of the fiscal year in which we have
at least $ 1. 235 billion in annual revenue; (2) the last day of the fiscal year in which we are deemed to be a  large accelerated
filer, ” as defined in Rule 12b- 2 under the Exchange Act, which would occur if the market value of our common stock held by
non- affiliates exceeded $ 700. 0 million as of the last business day of the second fiscal quarter of such year; (3) the date on
which we have issued more than $ 1. 0 billion in non- convertible debt securities during the prior three- year period; and (4)
December 31, 2026. We are also a smaller reportmg company, meanmg that the market Value of our Class A common stock
held by non- affiliates phas-the-ap ote
million and our annual revenue is less than $ lOO 0 mrlhon durmg the most recently completed fiscal year. We may continue to
be a smaller reporting company if either (1) the market value of our Class A common stock held by non- affiliates is less than $
250. 0 million or (2) our annual revenue is less than $ 100. 0 million during the most recently completed fiscal year and the
market value of our Class A common stock held by non- affiliates is less than $ 700. 0 million. If we are a smaller reporting
company at the time we cease to be an EGC we may continue to rely on exemptions from certain disclosure requirements that
are available to smaller reporting companies. Specifically, as a smaller reporting company, we may choose to present only the
two most recent fiscal years of audited financial statements in our Annual Report on Form 10- K and, similar to emerging
growth companies, smaller reporting companies have reduced disclosure obligations regarding executive compensation. We
may choose to take advantage of some, but not all, of the available exemptions. We have taken advantage of reduced reporting
burdens in this report. In particular, we have not included all of the executive compensation information that would be required
if we were not an EGC. We cannot predict whether investors will find our Class A common stock less attractive if we rely on
certain or all of these exemptions. If some investors find our Class A common stock less attractive as a result, there may be a
less active trading market for our Class A common stock and our stock price may be more volatile. Under the JOBS Act, EGCs
can also delay adopting new or revised accounting standards until such time as those standards apply to private companies,
which may make our financial statements less comparable to companies that comply with new or revised accounting
pronouncements as of public company effective dates. Sales of a substantial number of shares of our Class A common stock by
our existing stockholders in the public market could cause our stock price to decline. Substantially all of our shares of Class A
common stock and Class B common stock are eligible for public sale, if they are registered under the Securities Act of 1933, as
amended, or the Securities Act , or if they qualify for an exemption from registration under the Securities Act, including under
Rules 144 or 701. If our existing stockholders sell, or indicate an intention to sell, substantial amounts of our Class A common
stock in the public market, the trading price of our Class A common stock could decline. Certain holders of shares of our
common stock will be entitled to rights with respect to the registration of their shares under the Securities Act as provided under
the terms of an investors’ rights agreement between us and the holders of our stock. Registration of these shares under the
Securities Act would result in the shares becoming freely tradable without restriction under the Securities Act, except for shares
held by affiliates, as defined in Rule 144 under the Securities Act. Any sales of securities by these stockholders could have a
material adverse effect on the trading price of our common stock. We have registered on Form S- 8 all shares of common stock
that are issuable under our existing equity compensation plan, including the 2011 Employee, Director and Consultant Equity
Incentive Plan, as amended, or the 2011 Plan, which expired in 2021, the 2021 Equity Incentive Plan, or the 2021 Plan, and the
2021 Employee Stock Purchase Plan, or the 2021 ESPP, as well as the shares of common stock underlying option awards
outstanding under the 2011 Plan. Additionally, the number of shares of our Class A common stock reserved for issuance under
our 2021 Equity Plan automatically increases on January 1 of each year, beginning on January 1, 2022, by 4 % of the total
number of shares of our capital stock outstanding on December 31 of the preceding calendar year, or a lesser number of shares
determined by our board of directors or compensation committee. Furthermore, the number of shares of our Class A common
stock reserved for issuance under our 2021 ESPP automatically increases on January 1 of each year, beginning on January 1,
2022, by 1 % of the total number of shares of our capital stock outstanding on December 31 of the preceding calendar year, or a




lesser number of shares determined by our board of directors or compensation committee. Unless our board of directors elects
not to increase the number of shares available for future grant each year, our stockholders may experience additional dilution.
As a consequence, these shares can be freely sold in the public market upon issuance, subject to volume limitations applicable to
affiliates. Anti- takeover provisions under our charter documents and Delaware law could delay or prevent a change in control
which could limit the market price of our Class A common stock and may prevent or frustrate attempts by our stockholders to
replace or remove our current management. Our amended and restated certificate of incorporation and amended and restated
bylaws contain provisions that could delay or prevent a change in control of our eempany-Company or changes in our board of
directors that our stockholders might consider favorable. Some of these provisions include: ¢ a board of directors divided into
three classes serving staggered three- year terms, such that not all members of the board will be elected at one time; * a
prohibition on stockholder action through written consent, which requires that all stockholder actions be taken at a meeting of
our stockholders; ¢ a requirement that special meetings of stockholders be called only by the board of directors acting pursuant to
a resolution approved by the affirmative vote of a majority of the directors then in office; * advance notice requirements for
stockholder proposals and nominations for election to our board of directors; ¢ a requirement that no member of our board of
directors may be removed from office by our stockholders except for cause and, in addition to any other vote required by law,
upon the approval of not less than two- thirds of all outstanding shares of our voting stock then entitled to vote in the election of
directors; ¢ a requirement of approval of not less than two- thirds of all outstanding shares of our voting stock to amend any
bylaws by stockholder action or to amend specific provisions of our certificate of incorporation; and ¢ the authority of the board
of directors to issue convertible preferred stock on terms determined by the board of directors without stockholder approval and
which convertible preferred stock may include rights superior to the rights of the holders of common stock. In addition, because
we are incorporated in Delaware, we are governed by the provisions of Section 203 of the General Corporation Law of the State
of Delaware, which may prohibit certain business combinations with stockholders owning 15 % or more of our outstanding
voting stock. These anti- takeover provisions and other provisions in our amended and restated certificate of incorporation and
amended and restated bylaws could make it more difficult for stockholders or potential acquirers to obtain control of our board
of directors or initiate actions that are opposed by the then- current board of directors and could also delay or impede a merger,
tender offer or proxy contest involving our eempany-Company . These provisions could also discourage proxy contests and
make it more difficult for you and other stockholders to elect directors of your choosing or cause us to take other corporate
actions you desire. Any delay or prevention of a change in control transaction or changes in our board of directors could cause
the market price of our Class A common stock to decline. If securities or industry analysts do not publish research or publish
inaccurate or unfavorable research about our business, our stock price and trading volume could decline. The trading market for
our Class A common stock will depend in part on the research and reports that securities or industry analysts publish about us or
our business. We do not have any control over these analysts. If few analysts commence coverage of us, the trading of our stock
would likely decrease. Even if we do obtain sufficient analyst coverage, there can be no assurance that analysts will provide
favorable coverage. If one or more of the analysts who covers us downgrades our stock or publishes inaccurate or unfavorable
research about our business, our stock price may decline. If one or more of these analysts ceases coverage of our eempany
Company or fails to publish reports on us regularly, demand for our stock could decrease, which might cause our stock price
and trading volume to decline. Our amended and restated certificate of incorporation designates certain courts as the sole and
exclusive forum for certain types of actions and proceedings that may be initiated by 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 provides that, unless we consent in writing to an alternative forum, the Court
of Chancery of the State of Delaware will be the sole and exclusive forum for any state law claims for (i) any derivative action
or proceeding brought on our behalf, (ii) any action or proceeding asserting a claim of breach of fiduciary duty owed by any of
our current or former directors, officers and employees, to us or our stockholders, (iii) any action or proceeding asserting a claim
arising pursuant to any provision of the General Corporation Law of the State of Delaware, our amended and restated certificate
of incorporation or our bylaws (in each case, as they may be amended from time to time), (iv) any action or proceeding to
interpret, apply, enforce or determine the validity of our amended and restated certificate of incorporation or bylaws, (v) any
action or proceeding as to which the Delaware General Corporation Law confers jurisdiction to the Court of Chancery of the
State of Delaware, or (vi) any action asserting a claim against us or any of our directors, officers or employees that is governed
by the internal affairs doctrine; provided, however, that this exclusive forum provision will not apply to any causes of action
arising under the Exchange Act. Our amended and restated certificate of incorporation will further provide that, unless we
consent in writing to an alternative forum, the United States District Court for the District of Utah will be the exclusive forum
for resolving any complaint asserting a cause of action arising under the Securities Act. We have chosen the United States
District Court for the District of Utah as the exclusive forum for such Securities Act causes of action because our principal
executive offices are located in Salt Lake City, Utah. In addition, our amended and restated certificate of incorporation will
provide that any person or entity purchasing or otherwise acquiring any interest in shares of our Class A common stock is
deemed to have notice of and consented to the foregoing provisions. We recognize that the forum selection clause in our
amended and restated certificate of incorporation may impose additional litigation costs on stockholders in pursuing any such
claims, particularly if the stockholders do not reside in or near the State of Delaware or the State of Utah, as applicable.
Additionally, the forum selection clause in our amended and restated certificate of incorporation may limit our stockholders’
ability to bring a claim in a forum that they find favorable for disputes with us or our directors, officers, or employees, which
may discourage such lawsuits against us and our directors, officers, and employees even though an action, if successful, might
benefit our stockholders. The Court of Chancery of the State of Delaware or the United States District Court for the District of
Utah may also reach different judgments or results than would other courts, including courts where a stockholder considering an
action may be located or would otherwise choose to bring the action, and such judgments may be more or less favorable to us



than our stockholders. Alternatively, if a court were to find the choice of forum provisions contained 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 harm our business, results of operations, and financial condition.
Because the applicability of the exclusive forum provision is limited to the extent permitted by applicable law, we do not intend
that the exclusive forum provision would apply to suits brought to enforce any duty or liability created by the Exchange Act or
any other claim for which the federal courts have exclusive jurisdiction. We also acknowledge that 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 and that there is uncertainty as to whether a court would enforce an
exclusive forum provision for actions arising under the Securities Act. We-As a public company, we are subject to certain
reporting requirements of the Exchange Act. Our disclosure controls and procedures are designed to reasonably assure that
information required to be disclosed by us in reports we file or submit under the Exchange Act is accumulated and
communicated to management, recorded, processed summarlzed and reported w1th1n the time perrods specified in the rules and
forms of the SEC. We believe that ever ; : any disclosure controls and
procedures or internal controls and procedures no matter how well concelved and operated can provide only reasonable, not
absolute, assurance that the objectives of the control system are met. These inherent limitations include the realities that
judgments in decision- making can be faulty, and that breakdowns can occur because of simple error or mistake. Additionally,
controls can be circumvented by the individual acts of some persons, by collusion of two or more people or by an unauthorized
override of the controls. Accordingly, because of the inherent limitations in our control system, misstatements or insufficient
disclosures due to error or fraud may occur and not be detected . We are not currently eligible to use a short- form Form S- 3
registration due to our failure to timely file a current report on Form 8 - K relating to the resignation of one of our
named executive officers, which we resolved by the filing of an 8- K on July 31, 2023. As management continues to work
with outside counsel to adopt formal training procedures to periodically educate the Company’ s officers as to the
Company’ s SEC reporting responsibilities, our principal executive and principal financial officers have concluded that
we had effective disclosure controls and procedures as of December 31, 2023. However, we cannot provide assurance
that we will not have further lapses in our disclosure controls and procedures, which could result in our failure to
provide accurate and timely disclosure to our investors . We expect to continue incurring significant costs as a result of
operating as a public company, and our management is required to devote substantial time to new compliance initiatives. As a
public company, we expect to continue incurring significant legal, accounting, and other expenses that we did not incur as a
private company. We are subject to the reporting requirements of the Exchange Act, which require, among other things that we
file with the SEC annual, quarterly, and current reports with respect to our business and financial condition. In addition, the
Sarbanes- Oxley Act, as well as rules subsequently adopted by the SEC and The Nasdaq Global Market to implement provisions
of the Sarbanes- Oxley Act, impose significant requirements on public companies, including requiring establishment and
maintenance of effective disclosure and financial reporting controls and changes in corporate governance practices. Further, in
July 2010, the Dodd- Frank Wall Street Reform and Consumer Protection Act, or the Dodd- Frank Act, was enacted. There are
significant corporate governance and executive compensation related provisions in the Dodd- Frank Act concerning areas such
as “ say on pay ” and proxy access. EGCs are permitted to implement many of these requirements over a longer period, which
may be up to five years from the pricing of our IPO. Stockholder activism, the current political environment and the current high
level of government intervention and regulatory reform may lead to substantial new regulations and disclosure obligations,
which may lead to additional compliance costs and impact the manner in which we operate our business in ways we cannot
currently anticipate. Rules and regulations applicable to public companies have substantially increased and are expected to
increase our legal and financial compliance costs and to make some activities more time- consuming and costly. If these
requirements divert the attention of our management and personnel from other business concerns, they could have an adverse
effect on our business. The increased costs will decrease our net income or increase our net loss, and may require us to reduce
costs in other areas of our business or increase the prices of our products or services. For example, these rules and regulations
make it more difficult and more expensive for us to obtain director and officer liability insurance and we incur substantial costs
to maintain the same or similar coverage as when we were a private company. We cannot predict or estimate the amount or
timing of additional costs we may incur to respond to these requirements. The impact of these requirements could also make it
more difficult for us to attract and retain qualified persons to serve on our board of directors, our board committees or as
executive officers. If we fail to maintain an effective system of internal control over financial reporting, we may not be able to
accurately report our financial results or prevent fraud. As a result, stockholders could lose confidence in our financial and other
public reporting, which would harm our business and the trading price of our Class A common stock. Effective internal controls
over financial reporting are necessary for us to provide reliable financial reports and, together with adequate disclosure controls
and procedures, are designed to prevent fraud. Any failure to implement required new or improved controls, or difficulties
encountered in their implementation could cause us to fail to meet our reporting obligations. In addition, any testing by us
conducted in connection with Section 404, or any subsequent testing by our independent registered public accounting firm, may
reveal deficiencies in our internal controls over financial reporting that are deemed to be material weaknesses or that may
require prospective or retroactive changes to our financial statements or identify other areas for further attention or
improvement. Inferior internal controls could also cause investors to lose confidence in our reported financial information,
which could have a negative effect on the trading price of our stock. We are required to disclose changes made in our internal
controls and procedures on a quarterly basis and our management are required to assess the effectiveness of these controls
annually. However, for as long as we are an EGC, our independent registered public accounting firm will not be required to
attest to the effectiveness of our internal controls over financial reporting pursuant to Section 404. We could be an EGC for up
to five years. An independent assessment of the effectiveness of our internal controls over financial reporting could detect




problems that our management’ s assessment might not. Undetected material weaknesses in our internal controls over financial
reporting could lead to restatements of our financial statements and require us to incur the expense of remediation.



