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Investing in our securities involves a high degree of risk. You should carefully consider the risks described below, in addition to
the other information included or incorporated by reference in this Form 10- K, including our financial statements and the
related notes. If any of the following risks materialize, our business, financial condition, results of operations or growth
prospects could be materially adversely affected, and the value of an investment in our common stock may decline significantly.
Risks Related to Our Financial Condition, Liquidity and Indebtedness Our financial condition, including our substantial
indebtedness, raises substantial doubt regarding our ability to continue as a going concern. Since inception, we have not
achieved profitable operations or positive cash flows from operations. Our accumulated deficit totaled $ 667668 . 2-9 million as
of December 31, 2022-2023 . During the year ended December 31, 2622-2023 , we had a net loss of $ 62-61 . 5-6 million and
negative cash flows from operations of $ 48-40 . 72 million. As of December 31, 26222023 , we had $ 45-13 . 6-2 million in
cash and cash equivalents and working capital of $ 12. 4 million . Additionally, we have a substantial amount of indebtedness
primaritty-comprised of $ 56-67 . 6 million aggregate principal amount of 5. 00 % Notes and $ 0. 7 million a-seetred-promissory
nmetedranaggregate principal amount of 2 $34- 50 % 9-mithen{the“Seeured Note-Notes outstanding 2. As a result of our
financial condition, we have determined that, as of the date of this Form 10- K filing, there is substantial doubt about our dblhty
to continue as a going concern, as we do not currently have adequate financial resources
underthe-Netes-and-to fund our forecasted operating costs for at least twelve months from the date of the filing of this Form 10-
K. The report of our independent registered public accountant on our financial statements as of December 31, 2023 and 2022
and for each of the the-three years in the period ended December 31, 2022-2023 and-2024-also includes explanatory language
describing the existence of substantial doubt about our ability to continue as a going concern. The presence of this going concern
explanatory language could adversely affect our ability to raise additional debt or 19s equity financing, as well as to further
develop and market our products, all of which could hav e a material adverse impact on our business, results of operations and
financial condition. See Part II, Item 7, < Mdnagement ! s Discussion and Analysis of Financial Condition and Results of
Operations- * Capital Resources and Liquidity ” and Part I1, Item 8, Note 1, Orgamzatlon and Nature of BusmeSS' Basns of
Presentation; Principles of Consolidation of this Form 10- K and p

Presentatton;Prineiples-of-Consolidation-{or additional information. M"mdgement currently beheves that it W111 be necessary for

us to secure additional funds to continue our existing business operations and to fund our obligations. We-may-choose-While we

continue to raise-explore additional funding in the form funds-during2023-througha-variety-of potential cquity and / or debt
hnancln;a arrangements —hewever—fhefe—&fe—etu%m}y-ﬂe-eefﬂm&meﬂfs—r&p}aee—feﬁ or 51mllar transactlons -fufufe—ﬁ-naﬂetﬂg

necessary hnancln;a > will be av: allable on terms acceptable to us ﬂ&e—eem-pa-ﬂy— or at dH If we fhe—Geﬂap&fm raise funds
by issuing equity securities, dilution to stockholders may result. Any equity securities issued may also provide for rights,

preferences or privileges senior to those of holders of common stock. If we the-Cempany-raises— raise funds by issuing
additional debt seeunrities-, these-it is likely any new debt seeurittes-would have rights, preferences and privileges senior to
ﬂ&ese—ef—pfefeffed-aﬁd—common stockholders The terms of éebt—seeﬁﬂt—tes—efbeﬁeﬂfmgs» borrowmg could 1mp0se s1gmf1cant

su-fﬁeteﬁt—te—sefﬁe—er—feﬁ-ﬂaﬁee—the—Nefes—The capltal mdlkets ha\ ein the past and may in the future experlence perlods of
upheaval that could 1mpact the av allablhty and cost of equlty and debt financing. Finanetal-marketinstabiity-or-disraptions-te

addltlon feeeﬂt—&ﬂd-aﬁt—iei—pa—ted—f&tﬂfe—mcre’lses in fedeml fund rates set by the Federal Reserve such as the s1gn1ﬁcant
increases experienced throughout 2022 and 2023 . which serve as benchmark rates on borlowmg, and other general economic



conditions have 1mpacted and in the future may further impact , lhe cost of (Iebl [mdnunﬂ or refinancing existing debt. If
Achth re-at-availablestrategte-alternaty FrascH e we are unable to obtain adequate
d i bt nder-the-Notes-, we would not be able to

(,d)lldl resources to fund operations &
eonlmue to opudu our bu\mu\ pursuant to our current plans -

This may require us to, among other 1hmﬁs materially modify our opuduon\ to IL([LILL spending; sell assets or operations; dela\

the 1mplumnlallon 0[ or feﬁs-rﬂg—rewse certain aspuls of, our business \lmluw -ﬁ%e—ﬁeh&&ary—petrﬁeﬂ—fer—reheﬁmdef

3 \’ hd\ e substantlal 1ndebtedness eﬂg&ged—ﬁﬂaﬂera-}

ameﬂg—whlch could have important consequences to our business. We have a substantial

amount of indebtedness primarily comprised of our 5. 00 % Notes. As of December 31, 2023, we had $ 67. 6 million
aggregate prmclpal amount of 5. 00 % Notes outstandmg, whlch mature on December 15 2026. We pay interest on other
-- the 5§ g g attern d ture-. However-00 % Notes by
payment- in- kmd (“ PIK ”) through the issuance of addltlonal 5.00 % Notes (“ PIK Notes ). The indenture governing
the S. 00 % Notes (the “S. 00 % Notes Indenture ”) provides that we may be required to repay amounts due under the 5.
00 % Notes Indenture in the event that there is an event of default for the 5. 00 % Notes that results in the principal,
premium and interest, if any, becoming due prior to the maturity date for the S. 00 % Notes. There can be no assurance

that we the-strategte-review-will be saeeessfut-able to repay this indebtedness when due , or that we will be able to
refinance this indebtedness on acceptable terms or at all. In addition, this indebtedness could, among other things: *
heighten our vulnerablhty to adverse general economlc condltlons and helghtened competltlve pressures, . requlre us to
dedicate a filing 5 Ay ge 6 g
éed-te&teha—ldwu polllon 01 our easl flow from operations to interest payments,limiting the d\dlldbllll\ 01 easl for olhu
purposes;e limit our flexibility in planning for,or reacting to,changes in our business and industry; asé- impair our ability to
obtain additional financing in the future for working capital,capital expenditures,acquisitions,general corporate purposes or other
purposes; and ¢ impact our ability to continue as a going concern ;*~neeessitate-. Additionally,our failure to repurchase 5.00 %

Notes at a restraeturing-under-ChaptertH-time when the repurchase is required by the 5 . Servieing-our-debteouldrequire-00

% Notes Indenture (whether upon a signifieant-ametnt-ofeash-fundamental change or otherwise under ChaptertH-may-the
5. 00 % Notes Indenture) would constitute a default under the 5. 00 % Notes Indenture. A default under the S. 00 %

Notes Indenture or the fundamental change itself could also lead to a default under agreements governing our existing or
future indebtedness. If the repayment of the related indebtedness were to be wnavoidable—Seeking Bankraptey-Coutt
proteetioneoutd-accelerated after any applicable notice or grace periods, we may not have sufficient funds to repay the
indebtedness, repurchase the 5. 00 % Notes or make cash payments upon conversions thereof. Servicing our debt will
require a material-adverse-effeetsignificant amount of cash, and we may not have sufficient cash flow from our business to
pay our debt. Our ability to make scheduled payments on the principal of et or to refinance our indebtedness,
primarily the 5. 00 % Notes, depends on our future performance, which is subject to economic, financial, competitive
and other factors beyond our control. Our business may not continue to generate cash flow from operations in the future
20s sufficient to service our debt and make necessary capital expenditures. If we are unable to generate such cash flow ,
we may be required to adopt one or more alternatives, such as selling assets, restructuring debt or obtaining additional
equity capital on terms that may be onerous or highly dilutive. For example, we are in default of payment obligations
under the terms of our 2. 50 % Notes, which matured on March 15, 2023 and became due and payable. As a result, we
consummated a series of transactions to allow for the restructuring of our capital structure (the “ Restructuring
Transactions ), including the 2. 50 % Notes, a secured promissory note with the Jack W. Schuler Living Trust (the
Schuler Trust ) (the “ Secured Note ”’) and the then outstanding Series A Preferred Stock, as well as an amendment to a
Securities Purchase Agreement that the Company entered into with the Schuler Trust in March 2022 (the “ March 2022
Securities Purchase Agreement ”’), which resulted in significant dilution to the ownership interests of our existing
stockholders. Our ability to repay our remaining indebtedness will depend on the capital markets and our financial
condition at such time. We may not be able to engage in any of these activities or engage in these activities on desirable
terms , which could results— result in a default on our debt obligations. We are in default of payment obligations under
the terms of our 2. 50 % Notes, which matured on March 15, 2023 and became due and payable. As discussed in Part II,
Item 7, Management' s Discussion and Analysis of Financial Condition and Results of eperations-Operations - “ Capital
Resources and Hguidity-Liquidity - Convertible Notes ” of this Form 10- K, the principal of the 2 . Sedong-50 % Notes was
due March 15, 2023. As of December 31, 2023, approximately $ 0. 7 million remains in default and accruing interest at 2.
50 %. To the extent we deliver shares upon conversion of the 5. 00 % Notes, the ownership interests of existing
stockholders could be diluted and our stock prlce may be adversely 1mpacted Upon converswn of the 5. 00 % Notes, we
will pay or deliver, as the case may p 6 5 o d

cash shares fequﬁed-te—speﬂd—a—s*g&i-ﬁeant—ametmt—o[ i




common stock o or eapﬁal—strueﬁ&e—As—a combmatlon of cash and fesu-}t—rﬁwe—seelerehef—tmdefeh@teﬁl—l—eﬂs&&g
shares of our common stock may-be-eaneeled-, with-a-verylimited-reecovery-ornoreeovery-at the Company’ s election. To the

extent we choose to deliver shares upon conversion of some for— or hotders-all of the 5. 00 % Notes, this will result in a
dllutlon to the ownershlp mterests of ex1st1ng stockholders and may depress our eoﬁ&meﬁ—stock prlce —Mofeeveﬁ%we

Busmess and Strategy We have hrnlted revenues from our products and no assurance of future revenues. We have received
limited revenue from sales of the Accelerate Pheno system and the Accelerate PhenoTest BC Kit. As a result, during the years
ended December 31, 2023, 2022 ;-and 2021 ard-2820-, we experienced losses from operations. Our future revenues are
dependent on the successful commercialization of our products and there can be no assurance that we will be successful at the
levels necessary to cover the costs of operations. If we are unsuccessful in generating sufficient revenues from our current and
future products, we will likely continue to experience losses from operations and negative cash flow. We have a history of losses
and expect to continue to incur losses in the future, and we cannot be certain that we will achieve or sustain profitability. Until
we received FDA approval to market the Accelerate Pheno system, we were a development- stage company and therefore
incurred significant losses in prior years. While we are currently commercializing the Accelerate Pheno system and the
Accelerate Arc system outside of the United States, we have incurred significant costs in connection with the development and
commercialization of our technology and expect to continue to incur further costs in the development and
commercialization of our future products, including the Accelerate Wave system . There is no assurance that we will
achieve sufficient revenues to offset anticipated operating costs, and we expect to continue to incur losses in the future. Our
ability to achieve or sustain profitability depends on numerous factors including the market acceptance of our products, product
quality, future product development and our market penetration and margins. If we are unsuccessful in generating sufficient
revenues from our products, we will likely continue to experience losses from operations and negative cash flow. Although we
anticipate deriving revenues from the sale of our products, no assurance can be given that these products can be sold on a net
profit basis. If we achieve profitability, we cannot give any assurance that we will be able to sustain or increase profitability on a
quarterly or annual basis in the future. 21s Our future profitability and continued existence are dependent in large part upon the
successful commercialization of the Accelerate Pheno system and further development and commercialization of associated test
kits, the Accelerate Arc and Accelerate Wave systemrsystems and-fatare-produets-. Our principal business strategy involves
the successful commercialization of the Accelerate Pheno system and further development and commercialization of associated
test klts the Accelerate Arc module and BC kit and future products, including the Accelerate Wave system ournext-generation
. On June 30, 2015, we declared our conformity to the European In Vitro Diagnostic Directive 98 /79 /
EC and applied a CE Mark to the Accelerate Pheno system and the Accelerate PhenoTest BC kit for in vitro diagnostic use. On
February 23, 2017, the FDA granted our de novo request to market our Accelerate Pheno system and Accelerate PhenoTest BC
kit. We have and will continue to dedicate a significant amount of resources to market and sell the Accelerate Pheno system.
Likewise, we plan to continue our investment in the development of additional test kits and the commercialization of the
Accelerate Pheno system in the United States and other jurisdictions in which we intend to pursue marketing authorization.
There can be no assurance that we will successfully commercialize the Accelerate Pheno system, any associated test kits,
including the Accelerate PhenoTest BC kit, or further develop and commercialize complimentary products such as the
PhenoTest BC Kit, AST configuration, the Accelerate Arc system, including the related Aeeelerate-Are-BC kit, and future
products , such as the Accelerate Wave system . Any failure to do so could lead to an impairment of certain of our intellectual
property, inventory, property and equipment, and may result in our ceasing operations. We may also be required to expend
significantly more resources than planned in this process and, as a result, we may have to cease investing in the Accelerate
Pheno systent, the-Accelerate Arc or Accelerate Wave systemr-systems , or developing other products. Additionally, our efforts
to educate hospitals on the benefits of our products require significant resources, and we may experience reluctance from
hospitals to purchase our products. If we fail to successfully commercialize our products, we may never receive a return on the
significant investments in product development, sales and marketing, regulatory compliance, manufacturing and quality
assurance we have made, and on further investments we intend to make, and may fail to generate revenue and gain economies of
scale from such investments. Furthermore, the potential market for our products may not expand as we anticipate or may even
decline based on numerous factors, including the 1ntroduct10n of superior alternative product or other factors beyond our control

Re ation If we are unable to adequately
expand the market for our products this failure would have a material adverse effect on our ability to execute on our business
plan and ability to generate revenue. We have entered into the Sales and Marketing Agreement with BD and will substantially
depend on BD for the successful commercialization of our products. As part of our collaboration with BD pursuant to the Sales
and Marketing Agreement, BD will perform certain sales, tactical marketing, technical service call forwarding, order
preparation, research and development support and / or regulatory activities on our behalf as our exclusive sales agent for certain
of our products, including the Accelerate Pheno system, Accelerate Arc system and related BC Kits. The successful
commercialization of our products, including our ability to generate revenue from our arrangement with BD, will depend on BD’
s ability to successfully perform the responsibilities assigned to it pursuant to the Sales and Marketing Agreement. While BD is
largely responsible for the speed and scope of sales and marketing efforts, we cannot assure you that BD will dedicate the
resources necessary to successfully perform its responsibilities pursuant to the Sales and Marketing Agreement, and our ability
to cause BD to increase the speed and scope of its efforts may be limited. In addition, sales and marketing efforts could be



negatively impacted by the delay or failure by us to obtain additional supportive clinical trial data for our products. We cannot
predict the success of our collaboration with BD, and there can be no assurance that the efforts of BD will meet our expectations
or result in any significant product sales or cost savings within the anticipated time frame or at all. In the event that BD fails to
perform under the Sales and Marketing Agreement, or if the Sales and Marketing Agreement is terminated, this could delay our
product commercialization efforts, which would materially and adversely affect our business, financial condition, results of
operations and cash flows. The termination of the Sales and Marketing Agreement could also require us to revise our
commercialization and business strategy going forward and divert management attention and resources. In addition, the
termination of the Sales and Marketing Agreement could materially impact our ability to enter into additional collaboration
agreements with new partners on favorable terms, if at all. 22s Our future product candidates have not obtained marketing
authorization from the FDA, and they may never obtain such marketing authorization or other regulatory clearance. Our success
in part depends on our ability to obtain additional product marketing authorizations from the FDA for product candidates in our
pipeline, including our Accelerate Wave next-generationPhene-system. If our attempts to obtain marketing authorization or
other regulatory clearance are unsuccessful, we may be unable to generate sufficient revenue to sustain and grow our business.
Our future product candidates may not be sufficiently sensitive or specific to obtain, or may prove to have other characteristics
that preclude our obtaining, marketing authorization from the FDA or regulatory clearance. The process of obtaining regulatory
clearance is expensive and time- consuming and can vary substantially based upon, among other things, the type, complexity
and novelty of our product candidates. Changes in regulatory policy, changes in or the enactment of additional statutes or
regulations or changes in regulatory review for each submitted product application may cause delays in the clearance of, or
receipt of marketing authorization from the FDA for, a product candidate or rejection of a regulatory application altogether. The
FDA has substantial discretion in the de novo review and clearance processes and may refuse to accept any application or may
decide that our data is insufficient for clearance and require additional pre- clinical, clinical or other studies. In addition, varying
interpretations of the data obtained from pre- clinical and clinical testing could delay, limit or prevent marketing authorization
from the FDA or regulatory clearance of a product candidate. Any marketing authorization from the FDA or regulatory
clearance we ultimately obtain may be limited or subject to restrictions or post- market commitments that render the product
candidate not commercially viable. We may not be able to correctly estimate or control our future operating expenses,which
could lead to cash shortfalls,and tmpaet-our ability to continue as a going concern.Our operating expenses may fluctuate
significantly in the future as a result of a variety of factors,many of which may be outside of our control. These factors
include,but are not limited to:e the expenses we incur for research and development required to maintain and improve our
technology,including the continuing development of the Accelerate Pheno and-system,the Accelerate Arc systems— system ,and
development costs for new products sineluding-the-Aeeelerate-Wave-systerr;* the expenses we incur in connection with the

development,marketing authorization and regulatory clearance of the use of the Accelerate Pheno system to test on additional
specimen types and-otrAeeelerateAresystem-,as well as in connection with the development of new products sietading-the
Aeeelerate-Wave-system-;* the costs of preparing,filing,prosecuting,defending and enforcing patent claims and other intellectual
property related costs,including litigation costs and the results of such litigation;e the expenses we incur in connection with
commercialization activities,including product marketing,sales and distribution expenses; the costs incurred to build
manufacturing capabilities;e the expenses to implement our sales strategy;e the costs to attract and retain personnel with the
skills required for effective operations;and ¢ the costs associated with being a public company.Our budgeted expense levels are
based in part on our expectations concerning future revenues from sales of the Accelerate Pheno system,the Accelerate Arc
system,as well as our assessment of the future investments needed to expand our commercial organization and support research
and development activities in connection with the Accelerate Pheno and-system,the Accelerate Arc systems— system and ;as
wethas-future products sineluding-the-Aeeelerate-Wave-systemr. We may be unable to reduce our expenditures in a timely
manner to compensate for any unexpected events or a shortfall in revenue.Accordingly, a shortfall in demand for our
products or other unexpected events could have an immediate and material impact on our cash levels. [f we do not
achieve our projected development goals in the time frames we announce and expect, the commercialization of our products
may be delayed and, as a result, our stock price may decline. From time to time, we estimate the timing of the accomplishment
of various scientific, clinical, regulatory and other product development goals. These goals may include the commencement or
completion of clinical trials and the submission of regulatory filings , including those related to the ongoing development of
our Accelerate Wave system . From time to time, we may publicly announce the expected timing of some of these goals. All of
these goals are, and will be, based on a variety of assumptions. The actual timing of these goals can vary significantly 23s
compared to our estimates, in some cases for reasons beyond our control. We may alse experience numerous unforeseen events
that could delay or prevent our ability to receive marketing approval or commercialize our product candidates, including the
uncertainties and risks set forth in this Form 10- K and in our other filings with the SEC. For example, on October 21, 2022, the
Company filed a Current Report on Form 8- K announcing it has-had been in recent discussions with the FDA regarding its
Accelerate Arc Products. Pursuant to such discussions, the FDA has challenged the Company’ s commercialization of the
Accelerate Arc Products in the United States as a Class I device exempt from 510 (k) clearance requirements. The Company is
in active dialogue with the FDA to determine the appropriate regulatory pathway. While these discussions are ongoing, the
Company has put on hold in the United States its sales and marketing efforts of the Accelerate Arc Products . See « Risks
Related to Government Regulation- The regulatory processes applicable to our products and operations are expensive,
time- consuming, and uncertain and may prevent us from obtaining required authorizations for the commercialization
of our products ” for additional information . [f we do not meet our goals as publicly announced, the commercialization of
our product candidates may be delayed and, as a result, our stock price may decline. We may not be able to enhance the
capabilities of our current and new products to keep pace with our industry’ s rapidly changing technology and customer
requirements. Our industry is characterized by rapid technological changes, frequent new product introductions and



enhancements and evolving industry standards. Our future success will depend significantly on our ability to enhance our current
products and develop or acquire and market new products that keep pace with technological developments and evolving industry
standards as well as respond to changes in customer needs. New technologies, techniques or products could emerge that might
offer better combinations of price and performance than the products and systems that we plan to sell. It is critical to our success
that we anticipate changes in technology and customer requirements and physician, hospital and healthcare provider practices
and successfully introduce new, enhanced and competitive technologies to meet our prospective customers’ needs on a timely
and cost- effective basis. At the same time, however, we must carefully manage our introduction of new products. If potential
customers believe that such new products will offer enhanced features or be sold for a more attractive price, they may delay
purchases of existing products until such new products are available. Further, there can be no assurance that we will be
successful in developing or acquiring product enhancements or new products to address changing technologies and customer
requirements adequately, that we can introduce such products on a timely basis or that any such products or enhancements will
be successful in the marketplace. If we are unable to successfully develop or acquire new products or if the market does not
accept our products, or if we experience difficulties or delays in the final development and commercialization of our products,
we may be unable to attract additional customers for our products or strategic partners to license our products. The failure of our
current or any future diagnostic products to perform as expected could significantly impair our reputation and the public image
of our products, and we may be subject to legal claims arising from any defects or errors. Our success will depend on the
market’ s confidence that our technologies can provide reliable, high- quality diagnostic results. We believe that our customers
are likely to be particularly sensitive to any defects or errors in the Accelerate Pheno system or any future diagnostic products,
including the Accelerate Wave system . As is typical of complex diagnostic systems , we occasionally experience support
issues or other performance problems with the Accelerate Pheno system. We have also experienced customer returns of our
Accelerate Pheno system, some of which related to quality issues. We could face warranty and liability claims against us and our
reputation could suffer as a result of such failures. We cannot assure you that our product liability insurance would adequately
protect our assets from the financial impact of defending a product liability claim. Any product liability claim brought against
us, with or without merit, could increase our product liability insurance rates or prevent us from securing insurance coverage in
the future. In addition, the FDA and similar foreign governmental authorities have the authority to require the recall of
commercialized products in the event of material deficiencies or defects in design or manufacture of a product or in the event
that a product poses an unacceptable risk to health. A recall, material liability claim or other occurrence that harms our
reputation or decreases market acceptance of our products could cause us to incur significant costs, divert the attention of our
key personnel or cause other significant customer relations problems. In the past, we have experienced disappointing or negative
publication results regarding the efficacy of our products. Such negative publicity could diminish our reputation and future sales
of our products, which could have a material impact on our financial performance. 24s If treatment guidelines for bacterial
infections change, or the standard of care evolves, we may need to redesign and seek new marketing authorization from the
FDA for our product candidates. If treatment guidelines for bacterial infections change, or the standard of care evolves, we may
need to redesign and seek new marketing authorization from the FDA or other regulatory clearance for our product candidates.
If treatment guidelines change so that different treatments become desirable, the Accelerate Pheno system may no longer
provide the information sought by physicians, and we could be required to seek marketing authorization from the FDA or other
regulatory clearance for a revised product. We may not be able to correctly...... material impact on our cash levels. Breaches of
our information technology systems could have a material adverse effect on our operations and potentially result in liability,
depending on the type of breach and information compromised. We rely on information technology systems to process, transmit
and store electronic information, which may include protected health information, in our day- to- day operations. In addition, our
research and development operations are highly dependent on our information technology and storage. Our products also
include software and data components. Our information technology systems have been subjected to computer viruses or other
malicious codes and phishing attacks, and we expect to be subject to similar viruses and codes in the future. Attacks on our
information technology systems or products could result in our intellectual property, unsecured protected health information,
and other confidential information being lost or stolen, including the disclosure of our trade secrets, disruption of our operations,
loss of valuable research and development data, the need to notify individuals whose information was disclosed, increased costs
for security measures or remediation costs and diversion of management attention and other negative consequences. While we
will continue to implement protective measures to reduce the risk of and detect future cyber incidents, cyber- attacks are
becoming more sophisticated and frequent, and the techniques used in such attacks change rapidly. There can be no assurance
that our protective measures will prevent future attacks that could have a significant impact on our business. There also can be
no assurance that our cyber insurance will be sufficient to cover the total loss or damage caused by a cyber- attack. In addition,
the costs of responding to and recovering from such incidents may not be covered by insurance. Failure to comply with a variety
of U. S. and international privacy laws to which we are subject could harm the Company. Any failure by us or our vendor or
other business partners to comply with federal, state or international privacy, data protection or security laws or regulations
relating to the collection, use, retention, security and transfer of personally identifiable information could result in regulatory or
litigation- related actions against us, legal liability, fines, damages, ongoing audit requirements and other significant costs. A
significant data privacy regulation is the General Data Protection Regulation , which applies to the processing of personal
information collected from individuals located in the European Union ;-and has created new compliance obligations and has
significantly increased fines for noncompliance. Substantial expenses and operational changes may be required in connection
with maintaining compliance with such laws, and in particular certain emerging privacy laws are still subject to a high degree of
uncertainty as to their interpretation and application. We are dependent on our key employees. If we are unable to recruit, train
and retain qualified personnel, we may not achieve our goals. Because of the complex and technical nature of our products and
the dynamic market in which we compete, our future success depends on our ability to recruit, train and retain key personnel,



including our senior management, research and development, science and engineering, manufacturing and sales and marketing
personnel. rparttewtar-For example , we are highly dependent on the management and business expertise of Jack Phillips, our
President and Chief Executive Officer. We do not maintain key person life insurance for Mr. Phillips or any of our employees.
Our industry is very competitive for qualified personnel. To the extent that the services of Mr. Phillips would be unavailable to
us, we may be unable to employ another qualified person with the appropriate background and expertise to replace Mr. Phillips
on terms suitable to us. Our growth depends, in particular, on attracting, retaining and motivating highly trained sales personnel
with the necessary scientific background and ability to understand our systems and pathogens at a technical level. In addition,
we may need additional employees at our manufacturlng facilities to meet demand for our products as we scale up our sales and
marketing operations. Like many companies, we have experienced an increased level of employee attrition since swhiehis

largely-attributable-to-disteeationseatsed-by-the COVID- 19 pandemic. We have various programs designed to improve

employee retention, but there is no assurance that we will not continue to experience elevated employee attrition levels, which

could negatlvely 1mpact our ablhty to develop, 1mplement 25s support and sell our products —\Ve—may—ﬂet—sueeessﬁi-l-}y—maﬂage

ﬂ&embefs—e—ﬁmaﬁageﬁaeﬂt— Our 1ndustry is hlghly competmve and we may not be successful in competmg Wlth our competltors
We currently face competition from new and established competitors and expect to face competition from others in the future,
including those with new products, technologies or techniques. The industry in which we compete is subject to rapid
technological changes, and we face and expect to continue to face strong competition for our products. Many of our competitors
and potential competitors may have substantially greater research and development, financial, manufacturing, customer support,
sales and marketing resources, larger customer bases, longer operating histories, greater name recognition and more established
relationships in the industry than we do. In addition, some of our competitors may, individually or together with companies
affiliated with them, have greater human and scientific resources than we do. Our competitors could develop new products or
technologies that are more effective than the Accelerate Pheno system, the Accelerate Arc system and any of our other products
or product candidates. Additionally, we expect to face further competitive pressure resulting from the emergence of new ID or
AST techniques or tests. For example, we are aware that some hospitals have begun using manual methods created through
laboratory developed tests, which have been validated for internal hospital- specific use to deliver ID and AST results. Any of
these newly developed products, technologies, and techniques may offer a better combination of price and performance than our
products and systems. Our failure to compete effectively could materially and adversely affect our business, financial condition
and operating results. We generate a portion of our future revenue internationally and are subject to various risks relating to our
international activities which could adversely affect our operating results. We market and sell the Accelerate Pheno system in
other countries outside of the United States. In order to market our products in certain foreign jurisdictions, we, or our
distributors or partners, must obtain separate regulatory approvals and comply with numerous and varying regulatory
requirements regarding safety and efficacy and governing, among other things, clinical studies and commercial sales and
distribution of our products. The approval procedure varies among countries and can involve additional testing. In addition, in
many countries outside the United States, a product must be approved for reimbursement before the product can be approved
for sale in that country. We may not obtain approvals from regulatory authorities outside the United States on a timely basis, if
at all, which could harm our ability to expand into markets outside the United States. In addition, engaging in international
business involves a number of other difficulties and risks, including: ¢ required compliance with existing and changing foreign
healthcare and other regulatory requirements and laws, such as those relating to patient privacy or handling of bio- hazardous
waste; ¢ required compliance with anti- bribery laws, such as the U. S. Foreign Corrupt Practices Act and the U. K. Bribery Act,
data privacy requirements, labor laws and anti- competition regulations; ¢ export and import restrictions; * various
reimbursement and insurance regimes; * laws and business practices favoring local companies; * longer payment cycles and
difficulties in enforcing agreements and collecting receivables through certain foreign legal systems; ¢ political, economic and
social instability, including instability resulting from the ongoing swat-wars between Russia and Ukraine and between Israel
and Hamas , as well as continued and any new sanctions against Russia; ¢ potentially adverse tax consequences, tariffs,
customs charges, bureaucratic requirements and other trade barriers; * foreign exchange controls; ¢ fluctuations due to changes in
foreign currency exchange rates; ¢ difficulties and costs of staffing and managing foreign operations; and ¢ impediments with
protecting or procuring intellectual property rights. In particular, further escalation or expansion of the-ongoing international
yrar-wars betweenRussta-and Bleratne-conflicts could impact our European business operations, including disrupting our sales
channels and marketing activities, as well as negatively impacting the demand for our products. In addition, changes in policies
and / or laws of the United States or foreign governments resulting in, among 26s other changes, higher taxation, tariffs or
similar protectionist laws, currency conversion limitations, limitations on business operations, or the nationalization of private
enterprises could reduce the anticipated benefits of international operations and could have a material adverse effect on our
ability to expand internationally. Our employees, independent contractors, principal investigators, consultants, commercial
partners, vendors and other agents may engage in misconduct or other improper activities, including non- compliance with legal
standards and requirements. We are exposed to the risk of fraud or other misconduct by our employees, independent contractors,
principal investigators, consultants, commercial partners, vendors and other agents , including BD . Misconduct by these parties
could include intentional, reckless or negligent failures to: (i) comply with the laws and regulations of the FDA, CMS, the HHS
Office of Inspector General, Office for Civil Rights and other similar foreign regulatory bodies; (ii) provide true, complete and



accurate information to the FDA and other similar regulatory bodies; (iii) comply with manufacturing requirements of the FDA
and other similar regulatory bodies and manufacturing standards we have established; (iv) comply with healthcare fraud and
abuse laws and regulations in the United States and similar foreign fraudulent misconduct laws; or (v) report financial
information or data accurately, or disclose unauthorized activities to us. These laws may impact, among other things, our
activities with principal investigators and research subjects, as well as our sales, marketing and education programs. In
particular, the promotion, sales, marketing and business arrangements in the healthcare industry are subject to extensive laws
and regulations intended to prevent fraud, misconduct, kickbacks, self- dealing, unauthorized use of protected health information
and data breaches, and other abusive practices. These laws may restrict or prohibit a wide range of activities related to pricing,
discounting, sales, marketing and promotion, patient support, royalty, consulting, research and other business arrangements, as
well as the improper use of patient information obtained in the course of clinical studies. We currently have a compliance
program that includes a code of conduct applicable to all of our employees and foreign distributors, but it is not always
possible to identify and deter employee and / or commercial partner misconduct, and our code of conduct and the other
preeautions-policies and practices we take-have put into place to deteet-identify, address, and prevent this-aetivity
inappropriate conduct may not be effective in controlling unknown or unmanaged risks or losses, or in protecting us from
governmental investigations or other actions or lawsuits stemming from a failure to comply with these laws or regulations. If any
such actions are instituted against us, and we are not successful in defending ourselves or asserting our rights, those actions
could have a significant impact on our business, including the imposition of civil, criminal and administrative penalties,
damages, monetary fines, disgorgement, individual imprisonment, corporate integrity agreements, possible exclusion from
participation in Medicare, Medicaid and other federal healthcare programs, contractual damages, reputational harm, diminished
profits and future earnings, and curtailment of our operations. Any of these actions or investigations could result in substantial
costs to us, including legal fees, and divert the attention of management from operating our business. Our estimates of 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 similar rates, if at all. 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.
Any estimates and forecasts in this Form 10- K relating to the size and expected growth of our market, total available market,
estimated test and placement volume and estimated pricing, may prove to be inaccurate, which may have negative
consequences, such as overestimation of our potential market opportunity. Even if the market in which we compete meets our
size estimates and forecasted growth, our business could fail to grow at similar rates, if at all. We are exposed to risks associated
with long- lived assets that may become impaired and result in an impairment charge. The carrying amounts of long- lived
assets are affected whenever events or changes in circumstances indicate that the carrying amount of any asset may not be
recoverable. Property and equipment includes Accelerate Pheno systems (also referred to as instruments) used for sales
demonstrations, instruments under rental agreements and instruments used for research and development. Similarly, the
recoverability of the book value of instrument- related inventory could be impacted by changes in growth expectations and
require a reduction in their carrying value to the lower of cost or market. Adverse events or changes in circumstances may affect
the estimated discounted future cash flows expected to be derived from long- lived assets. If at any time we determine that an
impairment has occurred, we will 27s be required to reflect the impaired value as a charge, resulting in a reduction in earnings,
such impairment is identified and a corresponding reduction in our net asset value. In the future , we may incur jimpairment
charges. A material reduction in earnings resulting from such a charge could cause us to fail to meet the expectations of
investors and securities analysts, which could cause the price of our stock to decline. Providing instrument systems to our
customers through reagent rental agreements may harm our liquidity. Many of our systems are provided to customers via
reagent rental ” agreements, under which customers are generally afforded the right to #se-rent the instrument trretura-for-and
the rental fee is paid through a commitment by the customer to purchase minimum quantities of reagents and test kits over a
period of time. Accordingly, we must either incur the expense of manufacturing instruments well in advance of receiving
sufficient revenues from test cartridges to recover our expenses or obtain third party financing sources for the purchase of our
instrument. The amount of capital required to provide instrument systems to customers depends on the number of systems
plaeed-subject to such arrangements . Our ability to generate capital to cover these costs depends on the amount of our
revenues from sales of reagents and test cartridges sold through our reagent rental agreements. We do not currently sell enough
reagents and test cartridges to recover all of our fixed expenses, and therefore we currently have a net loss. If we cannot sell a
sufficient number of reagents and test cartridges to offset our fixed expenses, our liquidity will continue to be adversely affected.
If we fail to estimate customer demand properly, our financial results could be harmed. Our products are manufactured based on
estimates of customers’ future demand and our manufacturing lead times are very long. This could lead to a significant
mismatch between supply and demand, giving rise to product shortages et-, excess inventory or further instrument- related
inventory write- downs , and make our demand forecast more uncertain. In order to have shorter shipment lead times for our
customers, we may-and-have built up inventory for anticipated growth which has not occurred, or may build up inventory to
serve what we believe is pent- up demand. In periods with limited available capacity , we may and have placed inventory orders
significantly in advance of our normal lead times, which could negatively impact our financial results. Additionally, eensamer
customer behavior during-the-COVAD-—9-pandemie;-has-changes due to s1gn1ﬁcant events and economic condltlons have
historically made it more difficult for us to estimate future demand ;-ane y
fature-. In estimating demand, we make various assumptions, any of which may and have been incorrect. If we are unable to
accurately anticipate demand for our products, our business and financial results could be adversely impacted . For example,
excess inventory write- downs were recorded during the year ended December 31, 2023, as well as during the year ended
December 31, 2021, as a result of excess quantities of instrument inventory on hand above and beyond our forecast of
future demand for those products . Situations that may result in excess or obsolete inventory include: * changes in business




and economic conditions, including downturns in our target markets and / or overall economy; * changes in consumer
confidence caused by changes in market conditions, including changes in the credit market; * a sudden and significant decrease
in demand for our products; ¢ a higher incidence of inventory obsolescence because of rapidly changing technology or customer
requirements; ¢ our introduction of new products resulting in lower demand for older products; ¢ less demand than expected for
newly- introduced products; or ¢ increased competition, including competitive pricing actions. The cancellation or deferral of
customer purchase orders could result in our holding excess inventory, which could adversely affect our gross margins. In
addition, because we often sell a substantial portion of our products in the last month of each quarter, we may not be able to
reduce our inventory purchases in a timely manner in response to customer cancellations or deferrals. We could be required to
further write- down our inventory to the lower of cost or net realizable value, and we could experience a reduction in average
selling prices if we incorrectly forecast product demand, any of which could harm our financial results. Conversely, if we
underestimate our customers’ demand for our products, our partners may not have adequate lead- time or capacity to increase
production and we may not be able to obtain sufficient inventory to fill customers’ orders on a timely basis. We may also face
supply constraints caused by natural disasters or other 28s factors as discussed in this *“ Risk Factors ” section. In such cases,
even if we are able to increase production levels to meet customer demand, we may not be able to do so in a cost- effective or
timely manner. If we fail to fulfill our customers’ orders on a timely basis, or at all, our customer relationships could be
damaged, we could lose revenue and market share and our reputation could be damaged. The COVID- 19 pandemic has had;
adversely affected our business and a resurgence of COVID- 19 or the occurrence of another health epidemic or
pandemic may eentintte-te-have an s-a-sigatfieant-adverse impact on our eommeretal-operations-and-also-expeses-our-business
to-in other—- the risks-future . Our business Intate2649-, anevelstratn-ofeoronavirusincluding our workforce, supply
chain and customer base, has been adversely affected by COVID- 19 ywasreported-to-havesurfaced-in Wahan;,-China;-and
spread-globaly—InMareh2626;-the Wer}d—l-lea}ﬂa—efg&mﬂ&ﬁen—deel-ared-past and a resurgence of COVID- 19 a—g-}ebal-or the
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effeets—ha-ve—smnhcdntly 1mpdcted our busmess dnd results of opeldtlons starting in the first quarter 0t 2020 and contmumﬂ
through 2022, albeit to a lesser degree. For example, we hawe-experienced diminished access to our customers, including
hospitals, which kas-severely limited our ability to sell and, to a lesser degree, implement previously contracted Accelerate
Pheno systems. More recently, hospital turnover resulting from burnout and financial challenges driven by inflation and other
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affect our business, our workforce, our supply chains and distribution networks or otherwise impact our ability to
conduct business in the future. Further, to the extent our customers’, suppliers’ or service providers’ businesses are
adversely affected by such occurrences, they might delay or reduce purchases from us or impact our ability to medify
meet customer demand or development timelines, which could adversely affect our business praetiees{inehding-emptoyee
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qaef&t—mg—eeﬁd-rt—teﬁs—e&n—feﬁ&me— Dleruptloni in the qupply of raw materlali Conqumable goodi or other key product
components, or issues associated with their quality from our single source suppliers, could result in a significant disruption in

sales and profitability. We must manufacture or engage third parties to manufacture components of our products in sufficient
quantities and on a timely basis, while maintaining product quality, acceptable manufacturing costs and complying with
regulatory requirements. ©ar-Certain of our components are custom- made by only a few outside suppliers —#n-and, in certain
instances, we have a sole source supply for key product components efthe-Aeeelerate- Pheno-system. We may be unable to
satisfy our forecast demand from existing suppliers for our products, or we may be unable to find alternative suppliers for key
product components or ancillary items at reasonably comparable prices. If this occurs, we may be unable to manufacture our
products , meet key development milestones, and / or meet our customers’ needs in a timely manner or at all. Additionally, we
have entered into supply agreements with most of our suppliers to help ensure component availability and flexible purchasing
terms with respect to the purchase of such components. If our suppliers discontinue production of a key component for one or
more of our products, we may be unable to identify or secure a viable alternative on reasonable terms, or at all, which could
limit our ability to manufacture our products. While we may be able to modify our product candidates to utilize a new source of
components, we may need to secure marketing authorization from the FDA or other regulatory clearance for the modified
product, and it could take considerable time and expense to perform the requisite tasks prior to seeking such authorization. In
determining the required quantities of our products and our manufacturing schedule, we will need to make significant judgments
and estimates regarding factors such as market trends and any seasonality with respect to our sales. Because of the inherent
nature of estimates, there could be significant differences between our estimates and the actual amounts of products that we
require. This can result in shortages if we fail to anticipate demand, or excess inventory and write- offs if we order more than we
need. Reliance on third- party manufacturers entails risk to which we would not be subject if we manufactured these
components ourselves, including: ¢ reliance on third parties for regulatory compliance and quality assurance; 29s ¢ possible
breaches of manufacturing agreements by the third parties because of factors beyond our control; ¢ possible regulatory
violations or manufacturing problems experienced by our suppliers; ¢ possible termination or non- renewal of agreements by
third parties, based on their own business priorities, at times that are costly or inconvenient for us; ¢ the potential obsolescence
and / or inability of our suppliers to obtain required components;  the potential delays and expenses of seeking alternate sources
of supply or manufacturing services; ¢ the inability to qualify alternate sources without impacting performance claims of our
products; ¢ reduced control over pricing, quality and timely delivery due to the difficulties in switching to alternate suppliers or
assemblers; and ¢ increases in prices of raw materials and key components. For example, we are currently experiencing
unprecedented cost increases from many of our suppliers, primarily as a result of labor and supply disruptions and increased
inflation. The areas of cost increases include raw materials, components, and value- add supplier labor. We currently have
sufficient inventory of Accelerate Pheno system instruments to limit the impact of cost increases on such devices. However, we
are being impacted by cost increases to components and raw materials necessary for the production of our consumable test kits.
Our kits require these components and raw materials, and many of our supply contracts permit the supplier to pass on certain
inflation increases to us. Moreover, our ability to pass on cost increases to our consumable test kit customers is limited by long-
term contractual price commitments. Prolonged elevated supply costs and further cost increases may further impact our cost to
manufacture our Accelerate Pheno and Accelerate Arc systems and to develop our Accelerate Wave system instraments-.
The supply cost increases we are experiencing and may experlence in the future may materially reduce our gross proflt margins,
thereby negatlvely 1mpact our overall ﬁnanClal results. ; 6 y

terms—eﬁ&t—a-H—We -ha-ve—prevmusly 1dent1ﬁed a material weakness in our 1nternal Control over ﬁnanClal reporting, and if we fail
are-tnable-to remediate-stelr-material-weakness-maintain an effective system of internal control , we may not be able to



accurately or timely report our financial condition or results of operations. In connection with the audit of our consolidated
financial statements for the year ended December 31, 2022, we identified a material weakness in our internal control over
financial reporting. A material weakness is a deficiency, or a combination of deficiencies, in internal control over financial
reporting, such that there is a reasonable possibility that a material misstatement of our annual or interim financial statements
will not be prevented or detected on a tlmely basrs ?he—mateﬂ&kwe&kﬁess—we—rderﬁrﬁed—pfeveﬂted—us—Durlng 2023
management, with oversight from tden z :

etuen&teﬂm—ﬁna-neialdstafeme&?s—as—e#aﬁd—feﬁheﬁe& the ﬂ&eﬁt-hs—eﬂded—Mafeh—Zv-l— udlt and Governance Committee ,
completed %92—2—t-lﬁee——— the 1mplementat10n of our prevmusly dlsclosed remedlatlon plan that 1ncluded a and-stxmonths

to review the eva{ua&eﬁ—accountmg treatment of t-he—e}assiﬁeat-ten—ef—tts—outstandrng debt instruments on a quarterly basis in
accordance with apphcable accountrng gurdance at—eaeh—feperﬁﬂg—peﬂed— We have concluded that H-wve-are-tnable-to

rour internal control over financial reporting was
effectlve as of December 31, 2023 Completlon of remedlatlon does not provide assurance that or-our identify-any
addtt—teﬁal—mateﬂal—wea-kﬁesses—remedlatlon or other controls will continue to operate properly. If we are unable to
maintain effective internal control over financial reporting , the accuracy and timing of our financial reporting may be
adversely affected, we may be unable to maintain compliance with securities law requirements regarding timely filing of
periodic reports and applicable listing requirements, investors may lose confidence in our financial reporting, and the share price
of our common stock may decline as a result. In addition, we could become subject to investigations by Nasdagq, the SEC or
other regulatory authorities, which could require additional financial and management resources. See “-Part II, Item 9A,
Controls and Procedures- “ Management’ s Report on Internal Control over Financial Reporting * inPartH;Htem-9A-—of this
Form 10- K for further information on the remediated material weakness tdentified-and-ourremediationplans-. Risks related to
Our Intellectual Property If we are unable to effectively protect our intellectual property, our business would be harmed. In
addition to patent protection, we rely on trademark, copyright, trade secret protection and confidentiality agreements to protect
intellectual property rights related to our proprietary technologies, both in the United States and in other countries. If we fail to
protect our intellectual property, third parties may be able to compete more effectively against us and we may incur substantial
litigation costs in our attempts to recover or restrrct use of our 1nte11ectual property We—As of December 31, 2023 we own
owned 22-23 issued U. S. patents and v ; 6 d &5
We-alse-own-30 non- U. S. patents and have—feur—had three pendlng appllcatlons as well as —We—ewna—4-l—reglstered marks in
the United States and foreign countries. In addition to our patents and trademarks, we possess an array of unpatented proprietary
technology and know- how, and we license 30s intellectual property rights to and from third parties. The strength of patents in
our field involves complex legal and scientific questions. In addition, patent law continuously evolves and might change the
legal framework under which our patent claims would be interpreted and adjudicated in the future. Uncertainty created by these
questions and potential legal changes means that our patents may provide only limited protection and may not adequately protect
our rights or permit us to gain or keep any competitive advantage. In addition, competitors could purchase our products and
attempt by reverse engineering to replicate some or all of the competitive advantages we derive from our development efforts,
willfully infringe our intellectual property rights, design around our protected technology or develop their own competitive
technologies that fall outside of the protections provided by our intellectual property rights. If our intellectual property, including
licensed intellectual property, does not adequately protect our market position against competitors’ products and methods, our
competitive position could be adversely affected, as could our business. Further, if we are unable to prevent unauthorized
disclosure of our non- patented intellectual property, and there is no guarantee that we will have any such enforceable trade
secret protection, we may not be able to establish or maintain a competitive advantage. In addition, the laws of some foreign
countries do not protect proprietary rights to the same extent or in the same manner as the laws of the United States. As a result,
we may encounter significant problems in protecting and defending our intellectual property both in the United States and
abroad. We may not be successful in our currently pending or future patent applications, and even if such applications are
successful, we cannot guarantee that the resulting patents will sufficiently protect our products and proprietary technology. We
cannot assure you that any of our currently pending or future patent applications will result in issued patents with claims that
adequately cover our products and technologies in the United States or in other foreign countries, and we cannot predict how
long it will take for such patents to be issued. Further, issuance of a patent is not conclusive as to its inventorship or scope, and
there is no guarantee that our issued patents will include claims that are sufficiently broad to cover our technologies or to
provide meaningful protection from our competitors. Further, we cannot be certain that all relevant prior art relating to our
patents and patent applications has been identified. Accordingly, there may be prior art that can invalidate our issued patents or
prevent a patent from issuing from a pending patent application, or will preclude our ability to obtain patent claims that have a
scope broad enough to provide meaningful protection from our competitors. Even if patents do successfully issue and even if
such patents cover our products and technologies, we cannot assure you that other parties will not challenge the validity,
enforceability or scope of such issued patents in the United States and in foreign countries, including by proceedings such as
reexamination, inter- partes review, interference, opposition, or other patent office or court proceedings. The strength of patents
in our field involves complex legal and scientific questions. Moreover, we cannot assure you that if such patents were
challenged in court or before a regulatory agency that the patent claims will be held valid, enforceable, to be sufficiently broad
to cover our technologies or to provide meaningful protection from our competitors. Nor can we assure you that the court or
agency will uphold our ownership rights in such patents. Accordingly, we cannot guarantee that we will be successful in
defending challenges made against our patents and patent applications. Any successful third- party challenge to our patents
could result in the unenforceability or invalidity of such patents, or narrowing of claim scope, such that we could be deprived of
patent protection necessary for the successful commercialization of our products and technologies, which could adversely affect




our business. Furthermore, even if they are unchallenged, our patents and patent applications may not adequately protect our
inventions, provide exclusivity for our products and technologies or prevent others from designing around our claims. Others
may independently develop similar or alternative products and technologies or duplicate any of our products and technologies.
These products and technologies may not be covered by claims of issued patents for which we are the right holder. Any of these
outcomes could impair our ability to prevent competition from third parties, which may have an adverse impact on our business.
Further, if we encounter delays in regulatory approvals, the period of time during which we could market a product under patent
protection could be reduced. Since patent applications in the United States and most other countries are confidential for a period
of time after filing, and some remain so until issued, we cannot be certain that we were the first to make the inventions covered
by our pending patent applications, or that we were the first to file any patent application related to a product candidate.
Furthermore, if third parties have filed such patent applications, an-interference or derivation preeeeding-proceedings in the
United States can be initiated by a third party to 31s determine who was-has the firstright to invent-any-efthe subject matter
covered by the claims of our patent elaims-efeur-applications and / or patents. We may not prevail in such proceedings . In
addition, patents have a limited lifespan. In the United States, the natural expiration of a patent is generally 20 years after it is
filed. Various extensions may be available; however , the life of a patent, and the protection it affords, is limited. We may
become involved in lawsuits to protect or enforce our patents or other intellectual property, which could be expensive and time
consuming. Third parties may infringe or misappropriate our intellectual property, including our existing patents and patent
claims that may be allowed in the future. As a result, we may be required to file infringement claims to stop third- party
infringement or unauthorized use. Further, we may not be able to prevent misappropriation of our intellectual property rights,
particularly in countries where the laws may not protect those rights as fully as in the United States. If we file an infringement
action against a third party, that party may challenge the scope, validity or enforceability of our patents, requiring us to engage in
complex, lengthy and costly litigation or other proceedings. Such litigation and administrative proceedings could result in
revocation of our patents or amendment of our patent claims such that they no longer cover our preduet-products eandidates-.
They may also put our pending patent applications at risk of not issuing or issuing with limited and potentially inadequate scope
to cover our product candidates. The outcome following legal assertions of invalidity and unenforceability is unpredictable.
Enforcing our intellectual property rights through litigation is very expensive and time- consuming. Some of our competitors
may be able to sustain the costs of litigation more effectively than we can because of greater financial resources. Patent
litigation and other proceedings may also absorb significant management time and reduce employee productivity. Furthermore,
because of the substantial amount of discovery required in connection with U. S. intellectual property litigation or administrative
proceedings, there is a risk that some of our confidential information could be compromised by disclosure. The occurrence of
any of the foregoing could have a material adverse effect on our business, financial condition or results of operations. We could
face claims that our proprietary technologies infringe on the intellectual property rights of others. Due to the significant number
of U. S. and foreign patents issued to, and other intellectual property rights owned by, entities operating in the industry in which
we operate, we believe that there is a risk of litigation arising from allegations of infringement of these patents and other rights.
Third parties may assert infringement or other intellectual property claims against us et our licensees , or our customers . In
addition, patent applications in the United States and many foreign jurisdictions are typically not published until 18 months after
the earliest filing date for which a benefit is claimed. For this reason, and because publications in the scientific literature often
lag behind actual discoveries, despite our best efforts we cannot be certain that others have not filed patent applications for
technology covered by our issued patents or our pending applications or that we were the first to invent the technology. Another
party may have filed or may in the future file patent applications covering our products or technology similar to ours. If another
party has filed a U. S. patent application on inventions similar to ours, we may have to participate in an interference proceeding
declared by the U. S. Patent and Trademark Office to determine priority of invention in the United States , or a derivation
proceeding to determine rights to the relevant claimed subject matter . The costs of these proceedings could be substantial,
and it is possible that such efforts would be unsuccessful if the other party had independently arrived at the same or similar
invention prior to our own invention, or had filed applications directed to such applications before us, resulting in a loss of
our U. S. patent position with respect to such inventions. We may have to pay substantial damages, including treble damages, for
past infringement if it is ultimately determined that our products infringe on a third party’ s proprietary rights. In addition, even
if such claims are without merit, defending a lawsuit may result in substantial expense to us and divert the efforts of our
technical and management personnel. We may also be subject to significant damages or injunctions against development and
sale of some or all of our products. Furthermore, claims of intellectual property infringement may require us to enter into
royalty or license agreements with third parties, and we may be unable to obtain royalty or license agreements on commercially
acceptable terms, if at all. 32s We may be subject to claims by third parties asserting that our employees have misappropriated
their intellectual property, or claiming ownership of what we regard as our own intellectual property. Many of our employees
were previously employed at universities or other biotechnology or pharmaceutical companies, including our competitors or
potential competitors. Although we try to ensure that our employees do not use the proprietary information or know- how of
others in their work for us, we may be subject to claims that these employees or we have used or disclosed others’ intellectual
property, including trade secrets or other proprietary information, of any such employee’ s former employer. Litigation may be
necessary to defend against these claims. In addition, while it is our policy to require our employees and contractors who may be
involved in the development of intellectual property in the performance of their work to execute agreements assigning such
intellectual property to us, we may be unsuccessful in executing an enforceable agreement with each party who in fact develops
intellectual property that we regard as our own. Relevant assignment agreements may not be self- executing or may be breached,
and we may be forced to bring claims against third parties, or defend claims they may bring against us, to determine the
ownership of what we regard as our intellectual property. If we fail in prosecuting or defending any such claims, in addition to
paying monetary damages, we may lose valuable intellectual property rights or personnel. Even if we are successful in



prosecuting or defending against such claims, litigation could result in substantial costs and be a distraction to management.
Risks Related to Our Research and Development Activities We have We-have-made and intend to make significant additional
investments in research and development,but there is no guarantee that any of these investments will ultimately result in
commercial products that will generate revenues.The Accelerate Pheno system integrates several of our component
products,systems and processes.We have dedicated significant resources on research and development activities into the
Accelerate Pheno systemr, the-Accelerate Arc systerrand Accelerate Wave a-nextgenerationPheno-system-systems ,and we
intend to spend significantly more on research and development activities ,including for such systems . Netwithstanding-these
-rn’v‘esﬁﬁeﬁfs—we—aﬂﬂerpate-There can also be no assurance that we will have-be able to spend-develop additional funds-types
of tests and instruments in the future nor whether feseafeh—a-nd-deve}epmeﬂt—ef—t-he—these w1ll result in commercial
products that will Ae y y r-generate instrament
revenues.We have a smgle research and development facﬂlty and we may be unable to continue to conduct our research and
development activities if we lose this facility. If our facility or our equipment were damaged or destroyed, or if we experience a
significant disruption in our operations for any reason, our ability to continue to operate our business could be materially
harmed. We currently conduct all of our research and development and product development activities , other than those
outsourced to third party providers, in our existing-Tucson, Arizona facility in-TFaesen;Arizona-. [f this facility were to be
damaged, destroyed or otherwise unable to operate, whether due to fire, floods, storms, tornadoes, other natural disasters,
employee malfeasance, terrorist acts, power outages or otherwise, or if our business is disrupted for any other reason, ineluding
as-arestitofthe-COVID-—19pandemie;-we may not be able to continue the development of future products or test our products
as promptly as our potential customers expect, or possibly not at all, and we would have no other means of conducting such
activities until we were able to restore such capabilities at the current facility or develop an alternative facility. Further, in such
an event, we may lose revenue and significant time during which we might otherwise have conducted research and development
and product development activities and, we may not be able to maintain our relationships with our licensees or customers. The
manufacture of components of our products involves complex processes, sophisticated equipment and strict adherence to
specifications and quality systems procedures. Any unforeseen manufacturing problems, such as contamination of our facility,
equipment malfunction or failure to strictly follow procedures or meet specifications, could result in delays or shortfalls in the
production of our products. Identifying and resolving the cause of any manufacturing issues could require substantial time and
resources. If we are unable to keep up with future demand for our products by successfully manufacturing and shipping our
products in a timely manner, our revenue growth could be impaired and market acceptance of our product candidates could be
adversely affected. While we carry a nominal amount of business interruption insurance to cover lost revenue and profits, this
insurance does not cover all possible situations. If we have underestimated our insurance needs with respect to an 33s
interruption, or if an interruption is not subject to coverage under our insurance policies, we may not be able to cover our losses.
In addition, our business interruption insurance would not compensate us for the loss of opportunity and potential adverse
impact on relations with our licensees or customers. We use hazardous materials in some of our research, development and
manufacturing processes and face the accompanying risks and regulations governing environmental safety. Our operations are
subject to complex and stringent environmental, health, safety and other governmental laws and regulations that both public
officials and private individuals may seek to enforce. In particular, our research activities sometimes involve the controlled use
of various hazardous materials. Although we believe that our safety procedures for handling and disposing of such materials are
in material compliance with the standards prescribed by state and federal regulations, the risk of accidental contamination or
injury from these materials cannot be completely eliminated, and we may not be in compliance with these regulations. In
addition, existing laws and regulations may also be revised or reinterpreted, or new laws and regulations may become applicable
to us, whether retroactively or prospectively, causing us to incur additional compliance costs and / or change the manner in
which we operate. We could be held liable for any damages that might result from any accident or release involving hazardous
materials. We have made and intend to make...... revenues. Risks Related to Government Regulation Legislative and
Administrative Action May Have an Adverse Effect on Our Company Political, economic and regulatory influences are
subjecting the health care industry in the U. S. to fundamental change. We cannot predict what other legislation relating to our
business or to the health care industry may be enacted, including legislation relating to third- party reimbursement, or what
effect such legislation may have on our business, prospects, operating results and financial condition. We expect federal and
state legislators to continue to review and assess alternative health care delivery and payment systems, and possibly adopt
legislation affecting further changes in the health care delivery system. Such laws may contain provisions that may change the
operating environment for hospitals and managed care organizations. Health care industry participants may react to such
legislation by curtailing or deferring expenditures and initiatives, including those relating to our products. Future legislation
could result in modifications to the existing public and private health care insurance systems that would have a material adverse
effect on the reimbursement policies discussed above. If enacted and implemented, any measures to restrict health care spending
could result in decreased revenue from our products and decrease potential returns from our research and development
initiatives. Furthermore, we may not be able to successfully neutralize any lobbying efforts against any initiatives we may have
with governmental agencies. We and our suppliers, contract manufacturers and customers are subject to various governmental
laws and regulations, and we may incur significant expenses to comply with, and experience delays in our product
commercialization as a result of, these laws and regulations. Our operations are affected by various state, federal, and
international healthcare, environmental, anti- corruption, fraud and abuse (including anti- kickback and false claims laws),
privacy, and employment laws as well as international political sanctions. Violations of these laws and sanctions can result in
criminal or civil penalties, including substantial fines and, in some cases, exclusion from participation in federal health care
programs such as Medicare and Medicaid. In some cases, the violation of such laws could potentially lead to individual liability
and imprisonment. We are also subject to extensive regulation by the FDA pursuant to the FDCA Federal Feod; Prugand




Cesmetie#ret, by comparable agencies in foreign countries and by other regulatory agencies and governing bodies. Following
the introduction of a product, these and other government agencies will periodically review our manufacturing processes,
product performance and compliance with applicable requirements. We are also subject to various U. S. healthcare related laws
regulating sales, contracting, marketing, and other business arrangements and the use and disclosure of individually identifiable
health information. These include but are not limited to: * The federal Anti- Kickback Statute, a eriminal law, which prohibits
persons and entities from knowingly and willfully offering , paying , providing, soliciting, or receiving any remuneration,
directly or indirectly, in cash or in kind, in exchange for or to induce or reward the referral of an individual, or the purchasing,
leasing, 34s ordering, recommending, furnishing or arranging for a good or service, for which payment may be made under a
federal health care program, such as Medicare or Medicaid . A person or entity does not need to have actual knowledge of
the statute or specific intent to violate it in order to have committed a violation. Violations of the federal Anti- Kickback
Statute can result in significant civil monetary penalties and criminal fines, as well as imprisonment and exclusion from
participation in federal healthcare programs. « The federal False Claims Act, which imposes significant civil penalties,
treble damages and potential exclusion from participation in federal healthcare programs against 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 or for making a false record or statement material to an obligation to pay the federal
government or for knowingly and improperly avoiding, decreasing or concealing an obligation to pay money to the
federal government Further, a violation of the federal Anti- Kickback Statute can serve as a basis for liability under the
federal civil False Claims Act. The qui tam provisions of the False Claims Act allow private individuals to bring actions
on behalf of the federal government and to share in any monetary recovery. There is also the federal Criminal False
Claims Act, which is similar to the federal Civil False Claims Act and imposes criminal liability on those that make or
present a false, fictitious or fraudulent claim to the federal government . - The federal Stark law, which prohibits physicians
from referring patients to receive *“ designated health services ” payable by Medicare or Medicaid from entities with which the
physician or an immediate family member has a financial relationship, unless an exception applies. Financial relationships
include both ownership / investment interests and compensation arrangements. Violation of the federal Stark law can result in
significant civil monetary penalties and exclusion from participation in the federal healthcare programs. - The
Eliminating Kickbacks in Recovery Act, which makes it a federal crime to knowingly and willfully solicit or receive any
remuneration (including kickbacks, bribes, or rebates) in return for referring a patient to a recovery home, clinical treatment
facility, or laboratory where the services are covered by a « health care benefit program, ” which includes private payers ,
or pay or offer any remuneration to induce such a referral or in exchange for an individual using the services of a recovery home,
clinical treatment facility, or laboratory. Violations of the law may result in penalties per occurrence and imprisonment. *
Federal criminal statutes created by HIPAA impose criminal liability for , prehibits-among other things, knowingly and
willfully (1) executing (or attempting to execute) a scheme to defraud any health care benefit program, including private
payers, or (ii) falsifying, concealing or covering up a material fact or making any materially false, fictitious or fraudulent
statement in connection with the dehvely of or pdyment for items or serv1ce§ under a health care benefit program. « HIPAA, as
amended by HITECH A 0 Ates 3 , which also restricts
the use and disclosure of protected health 1nform"lt10n m"mddtes the adoptlon of standards relating to the privacy and security of
protected health information, and requires us to report certain security breaches to health care provider customers with respect to
such information where we are acting as a HIPAA business associate to that customer. * The federal Physician Payment
Sunshine Act, which requires applicable manufacturers of certain medical devices that may be reimbursed by Medicare,
Medicaid, or CHIP, among others, to annually track and report payments or other transfers of value gtven-provided to U. S.
licensed physicians e, physician assistants, nurse practitioners, clinical nurse specialists, certified nurse anesthetists,
anesthesmloglst assnstants and certlﬁed nurse- m1dw1ves, and U. S. teachmg hospltals as well as certain ownershlp dnd

-meﬂetaﬁ'—feeeveﬁ'— Sllnlldl requlrements have been adopted by many states and foreign countrles Vloldtlons of any of these
laws can lead to additional legal risk such as risk of plaintiff class actions, state Attorney-attorney General-general actions, and
investigations by the FTC Federal-Frade-Commisston-, among others. Failure to comply with applicable requirements, or later
discovery of previously unknown problems with our products or manufacturing processes, including our failure or the failure of
one of our contract manufacturers to take satisfactory corrective action in response to an adverse inspection, can result in, among
other things: * administrative or judicially imposed sanctions;  injunctions or the imposition of civil penalties; ¢ recall or seizure
of our products; * repertable-events-corrective field actions for our products; * submission of reports to FDA or other
regulatory authorities ; * total or partial suspension of production or distribution; ¢ withdrawal or suspension of marketing
clearances or approvals; 38s ¢ clinical holds for investigations ; - untitled letters or warning letters;  refusal to permit the
import or export of our products; * criminal prosecution; and ¢ exclusion or debarment from participation in federal health care
programs such as Medicare and Medicaid. Any of these actions, in combination or alone, could prevent us from marketing,
distributing and selling our products. In addition, we have developed and configured our business , and we intend to market our
products , to meet customer needs created by these various laws and regulations. Any significant change in these regulations
could reduce demand for our products. New legislation could also be enacted, and / or Governmental-governmental agencies
may also impose new requirements under existing laws, regarding registration, labeling or prohibited materials that may
require us to modify or re- register , or seek new approvals or clearances for, products already on the market e, may



otherwise adversely impact our ability to market our products, or may otherwise reduce demand for our products. If
materials used in our products become unavailable because of new governmental regulations, substitute materials may be less
effective and may require significant cost to incorporate in our product. In addition, a product defect or regulatory violation
could lead to a government- mandated or voluntary recall by us. We believe that the FDA would request that we initiate a
voluntary recall if a product was defective or presented a risk of injury or gross deception. Regulatory agencies in other
countries have similar authority to recall devices because of material deficiencies or defects in design or manufacture that could
endanger health. Any recall would divert management attention and financial resources, could cause the price of our shares of
common stock to decline, expose us to product liability or other claims (including contractual claims from parties to whom we
sold products) and harm our reputation with customers. The use of our diagnostic products by our customers is also affected by
the-Clinteal-baboratory Improvement Amendments(CLIA 2yand related federal and state regulations that provide for
regulation of laboratory testing. CLIA is intended to ensure the quality and reliability of clinical laboratories in the United States
by mandating specific standards in the areas of personnel qualifications, administration, participation in proficiency testing,
patient test management, quality assurance, quality control and inspections. Current or future CLIA requirements or the
promulgation of additional regulations affecting laboratory testing may prevent some laboratories, hospitals, providers or other
customers with laboratories from using some or all of our diagnostic products. Maintaining adequate sales of our product may
depend on the availability of adequate reimbursement to our customers from third- party payers, including government programs
such as Medicare and Medicaid, private insurance plans, and managed care programs. Maintaining and growing sales of our
produettf-approved products ;may-depend-depends in part on the availability of adequate coverage and reimbursement te-of
our eustertersfrem-products by third- party payers, including government programs such as Medicare and Medicaid, private
insurance plans and managed care programs. Hospitals, clinical laboratories and other healthcare provider customers that may
purchase our products generally bill various third- party payers to eever-reimburse all or a portion of the costs and fees
associated with diagnostic tests, including the cost of the purchase of our products. We currently expect that all of our diagnostic
tests will be performed in a hospital inpatient setting, where governmental payers, such as Medicare, generally reimburse
hospltals a s1ng1e bundled payment that is based on the patlent s d1agn0s1s under a-the MS- DRG classification system knows
e g sy atten-for all items and services provided to the patient
durlng a s1ngle hospltahzatlon regardless of whether our dlagnostlc tests are performed durlng such hospitalization. As a result,
our customers’ access to adequate paymentreimbursement by government and private insurance plans is central to the
acceptance of our products. We may be unable to sell our approved products sif-appreved;-on a profitable basis if third- party
payers refuse to cover our products or reduce their current levels of paymentreimbursement, or if our costs of production
inerease-increases faster than increases in reimbursement levels. Additionally, third- party payers are increasingly reducing
reimbursement for medical products and services. In addition, the U. S. government, state legislatures, and foreign governments
have and may continue to implement cost- containment measures and more restrictive policies, including price controls and
restrictions on reimbursement. Ferexample-Government authorities and third- party payors have attempted to control
costs by limiting coverage and the amount of reimbursement for particular products. Further . the Budget Control Act of
2011 (the “ Budget Control Act ) established a process to reduce federal budget deficits through an automatic *“ sequestration ”
process if deficit reductions targets are not otherwise reached. Under the terms of the Budget Control Act, sequestration 36s
imposes cuts to a wide range of federal programs, including Medicare, which is subject to a two percent cut. The Bipartisan
Budget Act of 2013 extended the two percent sequestration cut for Medicare through fiscal year 2023, and a bill signed by
President Obama on February 15, 2014 further extended this cut for an additional year, through fiscal year 2024. The
Bipartisan Budget Act of 2015, approved in November 2015, extended sequestration an additional year to 2025,
Medicare reimbursements were lowered, and other changes were made to compliance measures. The Bipartisan Budget
Act of 2019 signed by President Trump in August 2019 also extended sequestration for another two years to fiscal year
2029. The Coronavirus Aid, Relief, and Economic Security ( * CARES * ) Act, signed into law in March 2020, included critical
relief from sequestration cuts as it applies to Medicare payments, exempting Medicare from the effects of sequestration from
May 1, 2020, through March Bee—3 | - 2026—The-moratorium-was-extended-untitAprit-, 2022. Cuts of 1 % were imposed
from Apnl 1 through June 30, 2022. As of July 1, 2022, cuts of two percent were reimposed and are set to remain in effect
until 2031 unless unless additional Congressional action is taken. To offset the temporary suspension during the COVID-
19 pandemic, in 2030, the sequestration will be 2. 25 % for the first half of the year, and 3 % in the second half of the
year . While we cannot predict whether third- party reimbursement to our customers will be adequate, cost- containment
measures and similar efforts by third- party payers, including government programs such as Medicare and Medicaid, could
substantially impact the sales of our products and potentially limit our net revenue and results. We may be adversely affected by
healthcare policy changes, including additional healthcare reform and changes in managed healthcare. Healthcare reform and
the growth of managed care organizations have been considerable forces in the medical diagnostics industry and in recent
political discussions. These forces have placed, and are expected to continue to place, constraints on the levels of overall pricing
for healthcare products and services as well as the coverage available by public and private insurance and thus, could have a
material adverse effect on the future profit margins of our products or the amounts that we are able to receive from third parties
for the licensing of our products. Changes in the United States healthcare market could also force us to alter our approach to
selling, marketing, distributing and servicing our products and customer base. In and outside the United States, changes to
government reimbursement policies could reduce the funding that healthcare service providers have available for diagnostic
product expenditures, which could have a material adverse impact on the use of the products we are developing and our future
sales, license and royalty fees and profit margin. For example, the ACA requires CMS to reduce payments to hospitals
reimbursed under Medicare’ s Inpatient Prospective Payment System (“ IPPS ) that have excess readmissions. This and other
applicable requirements set forth under the ACA and its current and future implementing regulations may significantly increase




our costs, and / or reduce our customer’ s ability to obtain adequate reimbursement for tests performed with our products, which
could adversely affect our business and financial condition. In addition to direct impacts from reimbursement cuts, sales of our
products could be negatively impacted if reimbursement cuts reduce microbiology budgets. While the ACA is intended to
expand health insurance coverage to uninsured persons in the United States, other elements of this legislation that are still being
developed and refined, such as Medicare provisions aimed at improving quality and decreasing costs, comparative effectiveness
research, an independent payment advisory board, and pilot programs to evaluate alternative payment methodologies, make it
difficult to determine the overall impact on sales of our products. In addition to uncertainty regarding the impact of
implementation of the ACA, there are some continued legal challenges to the ACA that, if successful, could call into question
the legitimacy of the ACA and its future applicability. In recent years, other legislative, regulatory, and political changes aimed
at regulating healthcare delivery in general and clinical laboratory tests in particular have been proposed and adopted in the
United States. Reimbursement for the laboratory industry is under significant pressure. In January 2015, HHS announced a plan
to shift the Medicare program and the healthcare system at large, toward paying providers based on quality, rather than the
quantity of care provided to patients. In 2017, Medicare’ s clinical laboratory reimbursement system became tied to private
market rates with the start of the effective period for the Protecting Access to Medicare Act of 2014 (“ PAMA ”), changing the
payment environment for clinical laboratory tests. The measures implemented by PAMA and ACA regulations can result in
reduced prices, added costs, and decreased test utilization for our customers, although the full impact on our business of the
ACA, changes to the IPPS, PAMA, and other applicable laws, regulations, and policies is uncertain. We cannot predict whether
future healthcare initiatives will be implemented at the federal or state level or in countries outside of the United States in which
we may do business, or the effect of any future legislation or 37s regulation will have on our industry generally, our ability to
successfully commercialize our products, and our overall business operations. Continued changes in healthcare policy could
substantially impact the sales of our tests, increase costs and divert management’ s attention from our business. For example, any
expansion in the government’ s regulation of the United States healthcare system could result in decreased profits to us, lower
rermbursements to our customers for laboratory testrng or reduced medical procedure Volumes Additionally;-EMS-has-ereated-a
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applicable to our products and operations are expensive, time- consuming, and uncertain and may prevent us from obtaining
required apprevals-authorizations for the commercialization of our products. Our products are regulated as medical devtee
devices produets-by the FDA and comparable agencies of other countries. In particular, the FDCA and implementing FDA
regulations govern activities for devices such as preduet-design, development, preduet-testing, preduetmanufacturing,
storage, distribution, labeling, produet-storage-registration and listing , premarket clearance or approval, menufaetaring;
advertising, promotion, preegtetsales, and reporting for devices, including reporting of certain produet-fattares-malfunctions,
deaths, and distribution-injuries associated with the device, and reporting of certain recalls and corrective field actions .
Some of our products, depending on their intended use, will require approval of a PMA premarket-appreval-application ¢PMA-
2yor clearance of a 510 (k) notification , or granting of a request for de novo classification from the FDA prior to marketing.
The FDA has committed to review most 510 (k) decisions within 90 days, but the review may be delayed due to requests for
additional information. A decision may take significantly longer, and clearance is never assured. The PMA process is much
more costly, lengthy and uncertain. The FDA has committed to review most PMAs within 180 days where an advisory panel is
not required and within 320 days where an advisory panel is required, but the review may be delayed due to requests for
additional information. A decision may take significantly longer, and approval is never assured. In the 510 (k) clearance
process, the FDA must determine that a proposed device is “ substantially equivalent ” to a device legally on the market, known
as a “ predicate ” device, with respect to intended use, technology and safety and effectiveness, in order to clear the proposed
device for marketing. Clinical data is sometimes required to support substantial equivalence. The PMA pathway requires an
applicant to demonstrate the safety and effectiveness of the device based rpart;-on extensive data, including technical,
preclinical, clinical trial, manufacturing and labeling data. The PMA process is typically required for Class III devices that are
deemed to pose the greatest risk , including devices for which general controls would be insufficient, and special controls
cannot be developed, to provide a reasonable assurance of safety and effectiveness of the device , such as life- sustaining,
life- supporting or implantable devices , or devices that otherwise present a potential unreasonable risk of illness or injury .
However, some devices are automatically classified as Class III and subject to the PMA pathway regardless of the level of risk
they pose, because there is no legally marketed predlcate devrce to whlch i-hey» the proposed device may demonstrate
substantial equivalency hav p 0 v y . Manufacturers of these devices
may request that the FDA review such devrces in accordance wrth the de novo classrﬂcatron procedure which allows a
manufacturer whose novel device would otherwise require the submission and approval of a PMA prior to marketing to request
down- classification of the device on the basis that the device presents low or moderate risk. If the FDA agrees with the down-
classification, the applicant will then receive authorization to market the device. This device type can then be used as a predicate
device for future 510 (k) submissions. The FDA can delay, limit or deny clearance or approval of a device for many reasons,
including: * we may not be able to demonstrate to the FDA’ s satisfaction that our product candidates are-provide a reasonable
assurance of safe-safety and effeetive-effectiveness ;sensttive-and-speeifie-diagnostie-tests;-for their intended users— uses, or
that our product candidates are substantially equivalent to a predicate device ; * the data from our pre- clinical studies and
clinical trials may be insufficient to support clearance or approval , or de novo classification , where required; and « the
manufacturing process or facilities we or our contract manufacturers use may not meet applicable requirements. With respect to
those future products where a PMA is not required, we cannot assure you that we will be able to obtain 510 (k) clearances or de
novo classification with respect to those products. The process of obtaining regulatory clearances or approvals, or completing




the de novo classification process, to market a medical device can be costly and time consuming, and we may not be able to
successfully obtain pre- market reviews on a timely basis, if at all. Further, even if we were to obtain regulatory clearance,
approval or de novo classification, it may not be for the uses we believe are important or commercially attractive, in which
case we would not be permitted to market our product for those important or commercially attractive uses that were not
cleared, approved or de novo classified . 38s On October 21, 2022, the Company announced it has been in recent discussions
with the FDA regarding its Accelerate Arc Products. Pursuant to such discussions, the FDA has clarified that the Company must
obtain a 510 (k) clearance in order to continue marketing and distributing the Accelerate Arc Products in the United States. The
Company had been listing the Accelerate Arc Products as a Class I device exempt from 510 (k) clearance requirements.
Additionally, the FDA requested that the Company promptly take certain corrective actions, including, among other things, (i)
discontinuing the U. S. marketing and distribution of the Accelerate Arc Products for positive blood culture processing and
subsequent identification by mass spectrometry for diagnostic use; (ii) removing and / or correcting all U. S. promotional
information within the Company’ s control (e. g., website, labeling, social media, sales associate information, or other
promotional material) regarding the diagnostic use of the Accelerate Arc Products as Class I devices or as devices intended as
positive blood culture processing devices for subsequent identification of microorganisms by mass spectrometry; and (iii)
revising / removing the Company’ s registration and listing of the Accelerate Arc Products as Class I devices. The Company
intends to continue to fully cooperate with the FDA, including promptly taking the corrective actions requested by the FDA. On
October 21, 2022, the Company also submitted a pre- submission package to the FDA, which is intended to obtain FDA
feedback regarding the Company”’ s contemplated submission of an application for 510 (k) clearance for the Accelerate Arc
Products. The Company cannot, however, give any assurances that FDA will be satisfied with the Company’ s actions taken in
response to the matters raised by the FDA 1in its discussions. The Company also cannot give any assurances as to the timing of
the FDA’ s response to the Company’ s pre- submission package or whether the Company will be successful in obtaining 510
(k) clearance for the Accelerate Arc Products. Clinical trial data is typically required to support a PMA or de novo
classification request and is sometimes required for a 510 (k) pre- market notification. Although many 510 (k) pre- market
notifications are cleared without clinical data, in some cases, the FDA requires clinical data to support a demonstration of
substantial equivalence. Clinical trials are expensive and time- consuming. In addition, the commencement or completion of any
clinical trials may be delayed or halted for any number of reasons, including product performance, changes in intended use,
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5 10 (k) review proce%% and has propo%ed qlgnlﬁcant Changes to the regulatlon of laboratory developed tests (“LDTs ). In
particular, on October 3, 2023, the FDA proposed to regulate LDTs as medical devices, and to phase out its historical
exercise of enforcement discretion for such tests. If the proposed rule is finalized, laboratories offering LDTs would be
expected to come into compliance with FDA regulation of medical devices over a period of time. Even if the proposed
rule is not finalized, the FDA could seek to increase its oversight of LDTs as medical devices under existing regulations.
We continue to monitor these developments and analyze how they will impact the clearance approval and classification of our
products , as well as the demand for our products by customers . These and other actions proposed by the FDA” s Center for
Devices and Radiological Health (* CDRH ) could result in significant changes to the 510 (k) process, which could complicate
the preduet-clearance, approval and de novo classification preeess-processes . although we cannot predict the effect of such
changes and cannot ascertain if such changes will have a substantive impact on the clearance, approval or de novo
classification of our products. If we fail to adequately respond to the increased scrutiny and streamlined-changes to the 510 (k)
submission process, our business may be adversely impacted. Failure to comply with the applicable requirements can result in,
among other things, untitled letters, warning letters, administrative or judicially imposed sanctions such as injunctions, civil
penalties, recall or seizure of products, total or partial suspension of production, refusal to grant premarket clearance e+, PMA
approval or de novo classification for devices, withdrawal of marketing clearances or approvals, or criminal prosecution. With
regard to products for which we seek 510 (k) clearance e, PMA approval or de novo classification from the FDA, any failure
or material delay to obtain such clearance e, approval or de novo classification could harm our business. If the FDA were to
disagree with our regulatory assessment and conclude that approval er, clearance or de novo classification is necessary to
market the preduets-devices , we could be forced to cease marketing the products and seek approval et clearance or de novo
classification before continuing to market such devices . Once clearance e, approval or de novo classification has been
obtained for a product, there is an obligation to ensure that all applicable FDA and other regulatory requirements continue to be
met. In addition, it is possible that the current regulatory framework could change or additional laws er regulations could arise
at any stage during our product development or marketing, which may adversely affect our ablhty to obtain or maintain
clearance, app1 oval or de novo class1ficatlon of our products - A A i

maintain, clearance et approval or de novo class1ficat10n for our product candidates Could prevent us from generating revenue
from these product candidates. Additionally, the FDA and other regulatory authorities have 39s broad enforcement powers.
Regulatory enforcement or inquiries, or other increased scrutiny on us, could affect the perceived safety and efficacy of our



product candidates and dissuade our customers from using our product candidates, if and when they are authorized for
marketing. Our manufacturing facility located in Tucson, Arizona, where we assemble and produce our products, may be
subject to regulatory inspections by the FDA and other federal and state and foreign regulatory agencies. For example, this
facility is subject to Quality-SystemRegutations—QSR-QSRs 2-of the FDA and is subject to annual inspection and licensing
by the State of Arizona. If we fail to maintain this facility in accordance with the QSR requirements, international quality
standards or other regulatory requirements, our manufacturing process could be suspended or terminated, which would prevent
us from being able to provide products to our customers in a timely fashion. Sales of our diagnostic product candidates outside
the United States are subject to foreign regulatory requirements governing clinical studies, vigilance reporting, marketing
approval, manufacturing, product licensing, pricing and reimbursement. These regulatory requirements vary greatly from
country to country. As a result, the time required to obtain approvals outside the United States may differ from that required to
obtain FDA marketing authorization from the FDA, and we may not be able to obtain foreign regulatory approvals on a timely
basis or at all. Marketing authorization from the FDA does not ensure approval by regulatory authorities in other countries, and
approval by one foreign regulatory authority does not ensure clearance or approval by regulatory authorities in other countries or
by the FDA. Foreign regulatory authorities could require additional testing. Failure to comply with foreign regulatory
requirements, or to obtain required clearances or approvals, could impair our ability to commercialize our diagnostic product
candidates outside of the United States. Global health crises ;-stuehas-the-earrentCOVID-—19-globalpandemie;may divert
regulatory resources and attention away from approval processes for our products. This could materially lengthen the regulatory
approval process of new products, which would delay expected commercialization of such new products. Modifications to our
products, if cleared or approved, may require new 510 (k) clearances or pre- market approvals, or may require us to cease
marketing or recall the modified products until clearances are obtained. Any modification to a 510 (k)- cleared or de novo
classified device authertzedfor-marketing-that could significantly affect its safety or effectiveness, or that would constitute a
major change in its intended use, design or manufacture, requires a new 510 (k) clearance , unless a predetermined change
control plans (“ PCCP ”) er-for the device has been cleared. If a PCCP has been cleared for the device . pessibly-then the
manufacturer may make changes to the device consistent with the cleared PCCP without submitting a new 510 (k) . even
though such changes would typically require 510 (k) clearance. If the modification would result in the device becoming a
different type of device, including a novel device or a Class I1II device, then a de novo classification request or PMA,
rather than a new 510 (k), may be required. Similarly, any modification to a PMA- appreval-approved device that affects
the safety or effectiveness of the device, including significant modifications to the manufacturing process, labeling of the
product, or design of the device, requires a PMA supplement or new PMA , unless a PCCP has been approved for the
device. If a PCCP has been approved for a PMA- approved device, then changes may be made to the device consistent
with the approved PCCP without submitting a PMA supplement, even though such changes would typically require a
PMA supplement . The FDA requires every-each manufacturer to make this-the determination -initially whether a new 510
(k), de novo classification request, or PMA is required for a modification to a device, or whether the firstinstanee
modification may be documented without further FDA premarket review , but the FDA may review any manufacturer’ s
decision. The FDA may not agree with our decisions regarding whether new clearances , de novo classifications, or PMA
approvals are necessary. If the FDA disagrees with our determination and requires us to submit new 510 (k) notifications, de
novo classifications, PMA supplements or PMAs for modifications to previously cleared , de novo classified, or approved
products for which we conclude that new clearances , de novo classification, or approvals are unnecessary, we may be required
to cease marketing or to recall the modified product until we obtain clearance or approval, and we may be subject to significant
regulatory-fines or penalties. Furthermore, the FDA’ s ongoing review of the 510 (k) program may make it more difficult for us
to make modifications to any products for which we obtain clearance or de novo classification , either by imposing more strict
requirements on when a manufacturer must submit a new 510 (k) for a modification to a previously cleared or de novo
classified product, or by applying more onerous review criteria to such submissions. The practical impact of the FDA’ s
continuing scrutiny of the 510 (k) program remains unclear. 40s We rely on third parties to conduct studies of our products that
may be required by the FDA or other regulatory authorities, and those third parties may not perform satisfactorily. We rely on
third parties, including sedieat-clinical investigators, to conduct studies on our products. Our reliance on these third parties for
clinical development activities will reduce our control over these activities. These third parties may not complete activities on
schedule or conduct studies in accordance with regulatory requirements or our study design. If applicable, our reliance on third
parties that we do not control will not relieve us of any applicable requirement to prepare, and ensure compliance with, various
procedures required under good clinical practices. If these third parties do not successfully carry out their contractual duties or
regulatory obligations or meet expected deadlines, if the third parties need to be replaced or if the quality or accuracy of the data
they obtain is compromised due to their failure to adhere to our clinical protocols or regulatory requirements or for other
reasons, our studies may be extended, delayed, suspended or terminated, and we may not be able to obtain marketing
authorization from the FDA or other regulatory elearanee-authorities for our products. A recall of our products, either
voluntarily or at the direction of the FDA, or the discovery of serious safety issues with our products that leads to corrective
actions, could have a significant adverse impact on us. The FDA and similar foreign governmental authorities have the authority
to require the recall of commercialized products. In addition, Manufaetarers-manufacturers may, under their own initiative,
recall a product for any reason, including if any material deficiency in a device is found. A government- mandated or voluntary
recall by us or one of our distributors could occur as a result of an unacceptable risk to health, component failures,
manufacturing errors, design or labeling defects or other deficiencies and issues. Under the FDA’ s medical device reporting
regulations, we are required to report to the FDA any incident in which information reasonably suggests that our product may
have caused or contributed to a death or serious injury or in which our product malfunctioned and, if the malfunction were to
recur, such malfunction would likely cause or contribute to death or serious injury. Repeated product malfunctions may result



in a voluntary or involuntary product recall. Recalls of any of our products would divert managerial and financial resources, have
an adverse effect on our reputation, and may impair our ability to produce our products in a cost- effective and timely manner in
order to meet our customers’ demands. Additionally, under the FDA’ s regulations for corrections and removals, we are
required to report to the FDA any field correction or other recall action that is initiated to reduce a risk to health, or to
remedy a violation of the FDCA caused by the device which may present a risk to health. Depending on the corrective
action we take to redress a product’ s deficiencies or defects, the FDA may require, or we may decide that we will need to
obtain, new approvals et clearances or de novo classification for the device before we may market or distribute the corrected
device. Seeking such approvals et clearances or de novo classification may delay our ability to replace the recalled devices in
a timely manner. Moreover, if we do not adequately address problems associated with our devices, we may face additional
regulatory enforcement action, including FDA untitled letters, warning letters, product seizure, injunctions, administrative
penalties, or civil or criminal fines. We may also be required to bear other costs or take other actions that may have a negative
impact on our sales as well as face significant adverse publicity or regulatory consequences, which could harm our ability to
market our products in the future. Any adverse event involving our products could result in future voluntary corrective actions,
such as recalls or customer notifications, or agency action, such as inspection, mandatory recall or other enforcement action.
Any corrective action, whether voluntary or involuntary, as well as defending ourselves in a lawsuit, would require the
dedication of our time and capital, distract management from operating our business and may harm our reputation. Risks
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ﬁt-hers—dehs&ﬂg—form of common stock of the Company Repayment in shares eeuﬂ}d-would llkely adversely-affeet-onr
1ncrease Jack Schuler s beneﬁclal ownershlp t-he

steel=.Future issuances or sales of Sharei of our common stock may depreqs the price of our shares and be dilutive to our
existing stockholders.We cannot predict whether future issuances of shares of our common stock or the availability of shares for
resale in the open market will decrease the market price per share of our common stock.Any sales by us or by our existing
stockholders of a substantial number of shares of our common stock in the public market,or the perception that such sales might
occur,may cause the market price of our shares to decline.The exercise of any outstanding options or warrants,the issuance of
future equity awards to retain and incentivize employees,the issaanee-ef-our-eommen-stoelkupen-the-conversion of er-our
exechange-of-Series A Preferred Stock etr—- or eenvertible-netes-in connection with acquisitions, and any other issuances of
our common stock could have an adverse effect on the market price of the shares of our common stock.To the extent that we
raise additional funds through the issuance and sale of equity or convertible debt securities ,including shares of our common
stock through our ATM Program, the issuance of such securities will result in dilution to our stockholders.Investors
purchasing shares or other securities in the future may also have rights superior to existing stockholders.In addition,we have a
significant number of options,warrants and restricted stock units outstanding.If the holders of these options,or warrants
exercise,or the restricted stock units are released,our stockholders may incur further dilution. We may are-likely-te-require
additional capital in the future,and you may incur dilution to your stock holdings.We have primarily relied upon capital from the
sale of our securities to fund our operations.Although we have now commercialized the Accelerate Pheno system in the United
States,Europe,and certain other regions,there can be no assurance that our commercialization efforts will be successful or that
we will not continue to incur operating losses. We may require additional capital to continue to operate as a going concern in the
near- term and may require additional capital in the future to expand our product offerings,expand our sales and marketing 428
infrastructure,increase our manufacturing capacity,fund our operations,and continue our research and development activities.Our
future funding requirements will depend on many factors,including:* our ability to address existing obligations,including our
2-50-9%Notes-and-5-00-%-Notes;* our ability to obtain marketing authorization from the FDA or clearance from the FDA to
market our product candidates;* market acceptance of our product candidates,if cleared;e the cost and timing of establishing
sales,marketing and distribution capabilities;® the cost of our research and development activities; the ability of healthcare
providers to obtain coverage and adequate reimbursement by third- party payers for procedures using our products;e the cost and
timing of marketing authorization or regulatory clearances;* the cost of goods associated with our product candidates;e the cost
of customer disruptions due to supply disruptions;e the effect of competing technological and market developments;and ¢ the
extent to which we acquire or invest in businesses,products and technologies,including entering into licensing or collaboration
arrangements for product candidates.If we require additional capital,we may attempt to raise it through a variety of
strategies,including the issuance and sale of additional shares of our common stock.Issuances of additional shares of our
common stock or preferred stock in the future,whether in connection with a rights offering,follow- on offering or
otherwise,would dilute existing stockholders and may adversely affect the market price of our common stock.We cannot assure
you that we will be able to obtain additional funds on acceptable terms,or at all.Debt financing,if available,may involve
covenants restricting our operations or our ability to incur additional debt.Any debt or additional equity financing that we raise
may contain terms that are not favorable to us or our stockholders.If we raise additional funds through collaboration and
licensing arrangements with third parties,it may be necessary to relinquish some rights to our technologies or our



products,or grant licenses on terms that are not favorable to us.If we are unable to raise adequate funds,we may have to
liquidate some or all of our assets or delay,reduce the scope of or eliminate some or all of our product development.If we
do not have,or are not able to obtain,sufficient funds,we may be required to delay additional product development or
license to third parties the rights to commercialize our products or technologies that we would otherwise seek to
commercialize ourselves.We also may have to reduce marketing,customer support or other resources devoted to our
product candidates or cease operations.Any of these factors could harm our operating results.Provisions in our
certificate of incorporation and bylaws Our stock price has been volatile and may continue to be volatile and traded on low
volumes. The trading price of our common stock has been, and is likely to continue to be, highly volatile. Factors that may
contribute to volatility in the price of our common stock include, but are not limited to: « difficulties in resolving our continuing
financial condition and our ability to obtain additional capital to meet our financial obligations; * low trading volume currently
prevailing in the market for our shares; * concentration of our stock with one individual large shareholder who could decide to
materially reduce his position; ¢ the substantial current short interest in our stock; * the-durattonrand-severity-of the-cOVID—9
pandemie-and-ts-effeets-orrour failure to meet applicable Nasdaq listing standards businessfinanetal-eonditton;restltsof
operations-and eash-flows-the possible delisting of our common stock from Nasdagq ; * adverse regulatory decisions,
including failure to receive regulatory approvals for any of our product candidates; ¢ our success in commercializing our product
candidates, if and when approved; ¢ the introduction of new products or product enhancements by us or others in our industry; *
announcements by us or our competitors of significant acquisitions, strategic partnerships, joint ventures, capital commitments or
restructurings; 43s ¢ disputes or other developments with respect to our or others’ intellectual property rights; ¢ product liability
claims or other litigation; ¢ quarterly variations in our results of operations or those of others in our industry; ¢ sales of large
blocks of our common stock, including sales by our executive officers and directors; ¢ changes in senior management or key
personnel; ¢ changes in laws or regulations which adversely affect our industry or us; ¢ changes in earnings estimates or
recommendations by securities analysts; and ¢ changes in general market, economic, and political conditions in the U. S., and
global economies or financial markets, including those resulting from natural disasters, terrorist attacks, acts of war tineluding

the-engoing-war-betweenRussta-and-Ukraine)-, other geopolitical uncertainties, public health concerns (including health
epidemics , pandemics or outbreaks of communicable diseases ;stehras-the-COVID-—9-pandemie-), and responses to such

events. The market value of your investment in our common stock may rise or fall sharply at any time because of this volatility
and also because of significant short positions that may be taken by investors from time to trrne in our common %tock Durrng
the year ended December 31, 2022-2023
during-the-yearended-Deeember3+2024, the qale price for our common %tock ranged from $ 4 2—7—17 t0 $ -15—10 99—30 per
share , and during the year ended December 31, 2022, the sale price for our common stock ranged from $ 5. 10 to $ 51. 50
per share. Share prices shown reflect the Company effected one- for- ten Reverse Stock Split which occurred on July 11,
2023 . The market prices for securities of medical technology companies like #s-ours historically have been highly volatile, and
the market has experienced significant price and volume fluctuations that are unrelated to the operating performance of
particular companies. In addition, in the past, following periods of volatility in the market price of a company’ s securities,
securities class- action litigation has often been instituted against that company. Any lawsuit to which we are a party, with or
without merit, may result in an unfavorable judgment. We also may decide to settle lawsuits on unfavorable terms. Any such
negative outcome could result in payments of substantial damages or fines, damage to our reputation or adverse changes to our
product offerings or business practices. Such litigation may also cause us to incur other substantial costs to defend such claims
and divert management’ s attention and resources. Furthermore, negative public announcements of the results of hearings,
motions or other mterlm proceedings or development% could have a negative effect on the market prrce of our common stock.

-ﬂueftt&t-reﬁs—l:he-ownerihrp of our common %tock is hrghly Concentrated As of December 31, %92%2023 our drrector% and
executive officers beneficially owned in the aggregate, approximately 34-48 % of our outstandrng common stock, including 23
40 % beneficially owned, directly or indirectly, by our director, Jack Schuler. As a result, these stockholders will be able to
affect the outcome of, or exert significant influence over, all matters requiring stockholder approval, including the election and
removal of directors and any change in control. In particular, this concentration of ownership of our common stock could have
the effect of delaying or preventing a change in control of us or otherwise discouraging or preventing a potential acquirer from
attempting to obtain control of us. This, in turn, could have a negative effect on the market price of our common stock. It could
also prevent our stockholders from realizing a premium over the market prices for their shares of common stock. Moreover, the
interests of this concentration of ownership may not always coincide with our interests or the interests of other stockholders. The
concentration of ownership also contributes to the low trading volume and volatility of our common stock. Certain of our major
%hareholder% hold therr qhare% in certrﬁcate form further hmrtrng trading volume. Provisions In-addition;Jaek-Sehtler-holds

, W y P ay-in our Amended and Restated Certificate of Incorporation, as
amended (1—0ur “ Charter ” )eas-h—eieand Amended and Restated Bylaws ( #+-as amended, our “ Bylaws ) in the form of
common stock of...... in our certificate of incorporation and bylaws and Delaware law may delay or prevent acquisition of our
Company, which could adversely affect the value of our common stock. Provisions contained in our Charter eettifieate-of
teerperationand byaws-Bylaws , as well as provisions of the Delaware General Corporation Law (“ DGCL ») , could delay or
make it more difficult to remove incumbent directors or for a third party to acquire us, even if a takeover would benefit our
stockholders. For example, our board of directors may fill any vacancy on the board of directors, whether such vacancy occurs
as a result of an increase in the number of directors or otherwise. Special meetings of the stockholders may be called only by the
President, a Vice President, our board of directors or the holders of not less than one- tenth of all the shares entitled to vote at




the meeting. Additionally, our board of directors has the authority to cause us to issue, without any further vote or action by the
stockholders, up to 5. 0 million shares of preferred stock, par value $ 0. 001 per share, in one or more series, to fix the number of
shares constituting such series and the designation of such series, the voting powers, if any, of the shares of such series, and the
preferences and relative, participating, optronal or other specral rrghts if any, and any qualrﬁcatrons 44s hmrtatrons or
restrictions thereof, of the shares of such series —Ferexa
Preferred-Stoekas-diseussed-further-below-. The issuance of shares of preferred stock may have the effect of delayrng, deferrrng
or preventing a change in control of our Company without further action by the stockholders, even where stockholders are
offered a premium for their shares. Moreover, we are subject to the provisions of Section 203 of the DGCL Genrerat
Corporationrbaw-of the-State-of Petawate-, which prohibits a person who owns in excess of 15 % of our outstanding voting
stock from merging or combining with us for a period of three years after the date of the transaction in which the person
acquired in excess of 15 % of our outstanding voting stock, unless the merger or combination is approved in a prescribed
manner , Our Series A Preferred Stock has...... stockholders and may depress our stock price . General Risk Factor Current
macroeconomic conditions and the uncertain economic outlook may remain challenging for the foreseeable future. Global
economic conditions , which have led to market disruptions and significant volatility in credit and capital markets, may
remain challenging and uncertain for the foreseeable future, including inflation as-a-result-ofthe-ongeing-COVID-—19-pandemie
, the-global health crises, 1nternat10nal war-wars beﬁveeﬂ—Russra—and U-kr&me—dlsputes and drsruptrons to the bankrng
system due to bank farlures pe : v vBan

only limit our access to capital but also make it drfflcult for our customers, our Vendors and us to accurately forecast and plan
future business activities, and they could cause U. S. and foreign hospitals and other customers to slow spending on our
products, which would delay and lengthen sales cycles. Some of our customers rely on government research grants to fund
technology purchases. If negative trends in the economy affect the government’ s allocation of funds to research, there may be
less grant funding available for certain of our customers to purchase technologies from us. Certain of our customers may face
challenges gaining timely access to sufficient credit or may otherwise be faced with budget constraints, which could result in
decreased purchases of our products or in an impairment of their ability to make timely payments to us. If our customers do not
make timely payments to us, we may be required to assume greater credit risk relating to those customers and increase our
allowance for doubtful accounts, and our days sales outstanding would be negatively impacted. Although we maintain
allowances for doubtful accounts for estimated losses resulting from the inability of our customers to make required payments,
we may not continue to experience the same loss rates that we have in the past.



