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The following summarizes the principal factors that make an investment in our company speculative or risky, all of which are
more fully described in the risk factors section below. This summary should be read in conjunction with the risk factors section
and should not be relied upon as an exhaustive summary of the material risks facing our business. The following factors could
result in harm to our business, reputation, revenue, financial results, and prospects, among other impacts: Risks Related to Our
Business and Industry ¢ Our history of net losses and expectation that we will continue to incur losses ¢ Our ability to achieve
sustainable gross margins, including by reduce manufacturing and service costs * Our ability to attain market acceptance for
Tablo among providers and patients * Concentration of our revenues in a single product and concentration of a large percentage
of our revenues from eurtargest-a limited number of eustemer-customers ¢ Financial pressures faced by our customers
including capital budget constraints, staffing shortages and increased costs * Our ability to expand into the home
hemodialysis market and the expansmn of the home hemod1alys1s market 1tself RlSkS assomated w1th our international
manufacturing operations 6

* Our rehance on third- party supphers 1nc1ud1ng smgle source supphers and contract manufacturers,

hemeodialysis-marketitsel
and our ablhty to overcome any manufacturlng or d-lﬁfup&eﬁs—rnehid-mg—aﬁy—supply chain dlsruptlons restulting-from-the-reeent

ﬂ&ade—disastefs—aﬁd—st&n%a%ﬁents—eﬂ-etﬂ“bustﬂess— Our ablhty to Contlnue 1nnovat1ng and improving Tablo ensure strong
product performance and reliability, offer high quality support, ensure proper training and use of Tablo, and increase our sales
and marketing capabilities * Our ability to compete effectively with existing manufacturers and new entrants * Our ability to
effectively manage privacy, information and data security risks, including our ability to adequately defend against, respond to
and manage increasingly sophisticated cyberattacks in an increasingly complex cyber ecosystem ¢ Our estimates of the sizes of
the markets for Tablo * Our ability to accurately forecast customer demand and manage our inventory » The impact of the
recent pandemic, natural or man- made disasters and similar events on our business © Potential disruptions of service
provided by third parties that host our cloud- based ecosystem and information technology systems ¢ Potential litigation,
including product liability claims, and the expense and potential unavailability of insurance coverage for any liabilities resulting
from Tablo * Risks related to our credit agreements, including interest rate risk and our ability to access additional capital and /
or meet certain covenants Risks Related to Government Regulation ¢ Our ability to recover from disruptions to our business and
operations as a result of the prior shipment hold on Tablo for home use ¢ Our compliance with FDA and other medical device
regulations applicable to our products and operations, including our ability to: resolve the warning letter we recently received
from the FDA, comply with the post- market surveillance order recently issued by the FDA for Tablo and resume our
distribution of TabloCart with Prefiltration pending the FDA’ s review and clearance of the submitted 510 (k)
application ; obtain and maintain necessary FDA regulatory clearance or approvals for Tablo, related products, or any future
product modifications or new products; comply with ongoing FDA requirements, including related to the manufacturing,
marketing and promotion of our products, and the ability of our suppliers to so comply; and manage the risks and expenses
associated any clinical trials necessary to support future product submissions to the FDA ¢ Impact of potential changes to scope
of coverage and reimbursement rates for dialysis treatments or healthcare reform measures « Impact of potential adverse medical
events associated with Tablo, product failures or malfunctions, or our failure to report such events to the FDA ¢ Our ability to
comply with various laws and regulations regarding healthcare, data privacy and security, and environmental and occupational
safety Risks Related to Our Intellectual Property ¢ Our ability to obtain, maintain, protect and enforce our intellectual property
rights, including our patents, copyrights, trademarks and trade secrets Risks Related to Ownership of Our Common Stock ¢
Fluctuations in the market price of our common stock in response to numerous factors regardless of our operating performance °
Influence of principal stockholders and management over matters subject to stockholder approval ¢ Our organizational
documents include certain provisions that may make a change of control more difficult, as well as exclusive forum requirements
General Risks ¢ General economic and financial market conditions * Substantial resources associated with complying with the
laws and regulations affecting public companies * Our ability to attract and retain key personnel and maintain our corporate
culture « Risks associated with potential future acquisitions or investments ¢ Our ability to comply with anti- corruption, anti-
bribery, anti- money laundering and similar laws  Our estimates or judgments relating to our accounting policies * Expectations
relating to ESG factors The summary risk factors described above should be read together with the text of the full risk factors
below and the other information set forth in this Annual Report, including our financial statements and the related notes and the
section entitled “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations ”, as well as in other
documents that we file with the SEC. The risks summarized above or described in full below are not the only risks that we face.
Additional risks and uncertainties not precisely known to us, or that we currently deem to be immaterial, may also arise and
materially impact our business. If any of these risks occur, our business, results of operations and financial condition could be
materially and adversely affected and the trading price of our common stock could decline. Risks Related to our Business and
Industry We have a history of net losses, and we expect to continue to incur losses for the foreseeable future. If we ever achieve
profitability, we may not be able to sustain it. We have incurred losses since our inception and expect to continue to incur
significant net losses for the foreseeable future. We have incurred net losses of $ 172. 8 million, $ 163. 0 million;and $ 131. 9
mihenand-$42+-"S-million for the years ended December 31, 2023, 2022, and 2021 ;ard2020-, respectively. As of December



31,2022-2023 , we had $ 2968-206 . 8-7 million in cash, cash equivalents, restricted cash and short- term investments, and an
accumulated deficit of $ #89-961 . -7 million. Based on our current planned operations, we expect our existing cash, cash
equivalents and short- term investments, cash generated from revenues from our products and services, and proceeds received
and-eurrently-avatable-from the debt financing described in Note 7, Term Loans, to our audited financial statements included in
this Annual Report, will be sufficient to meet our anticipated needs for at least the next 12 months from the date of this Annual
Report. We have based this estimate on assumptions that may prove to be wrong, and we could use our capital resources sooner
than we currently expect. Our revenue is derived, and we expect it to continue to be derived, primarily from sales of Tablo, its
associated consumables and related services. Because of its recent commercial introduction, Tablo currently has limited product
and brand recognition. In addition, demand for Tablo may decline or may not increase as quickly as we expect. Our ability to
generate revenue from sales of Tablo, associated consumables and related services, or from any products we may develop in the
future, may not be sufficient to enable us to transition to profitability and generate positive cash flows within the timeframe we
anticipate or at all . We-Over time, we expect that our cost of service, sales and marketing, research and development,
regulatory and other expenses will continue to increase as we expand our marketing efforts to increase adoption of Tablo,
expand existing relationships with our customers, obtain regulatory clearances or approvals for future product enhancements to
Tablo, and conduct clinical trials on Tablo. In addition, we expect our general and administrative expenses to increase over the
long- term due to the additional costs associated with scaling our business operations and continuing to operate as a public
company, including due to legal, accounting, insurance, exchange listing and SEC compliance, investor relations and other
expenses. As a result, we expect to continue to incur operating losses and may never achieve profitability. We will need to
generate significant additional revenue in order to achieve and sustain profitability. Even if we achieve profitability, we cannot
be sure that we will remain profitable for any substantial period of time. If we do not achieve or sustain profitability, it will be
more difficult for us to finance our business and accomplish our strategic objectives, either of which would have a material
adverse effect on our business, financial condition and results of operations. Our ability to achieve sustainable gross margins

depends on the success of our varlous initiatives des1gned to expand gross margln feéuee—ﬂ&e—eesfs—ef—maﬂu-faefuﬂng—aﬁd
p . We have

undertaken a number of initiatives deslgned to reduce the cost of producmg our products aﬂd—eﬂ&emﬂse—rmt-rg&e-&gamst—sapp}y
ehaitrehalenges-. We-established-Over the past three years, we have moved the production of Tablo consoles and a

majority of Tablo cartridges in- house at our manufacturing facility -foH-he—pfedueﬁeﬂ—e-f—’Fa-b}e-eeﬂse}es—m Tijuana, Mexico
Wthh we operate in collaboration with our outsourced buslness admlmstratlon service prov1der TACNA Bt&rﬂg%@%—l—we—fu-l—lry

expanslon and supply contlnulty strategles whlle reducmg the costs of Tablo console productlon and 1 -rmpfeve-lmprovmg the
ﬂex1b111ty of our 0pe1 atlons We plan to continue to 5w duetio 6 -- use at-our design
g v englneermg, supply chain, and we-intend-to
ve-ra artridge-manufacturing capabilities duritg-to
help further advance and i 1mprove the femarnéeieefﬁclency of our manufacturlng processes, lower the year-cost of parts
and components, and lower our costs of production . However, There-there is no guarantee that we will be able to sustain
cost reductions, achieve planned cost reductions, or otherwise achieve the anticipated benefits from our various initiatives. For
example, we may be unable to sustain the savings associated with producing Tablo consoles at our manufacturing facility with
TACNA, or the benefits we anticipate will result from insourcing Tablo cartridge production at this same facility may not
materialize or be as significant as projected or realized within the timeframe we currently estimate. There may also be
unforeseen occurrences that increase our costs, such as increased prices of raw materials, changes to labor costs, less favorable
terms with third party suppliers, freight providers, or contract manufacturing partners, or disruptions to the operations of our
contract manufactmels or thlrd palty supphers including as a result of the recent COVID- 19 pandemlc Forexampleriniate

cost reductlons or other antlclpated beneﬁts are less slgnlﬁcant or less tlmely than prmecteder—rf—we—are—ttﬂab-}e—te—rﬂam’fa-rﬂ—e&r
produetprieing-, we will not be able to achieve sustainable gross margins, which would adversely affect our ability to invest in
and grow our business and adversely impact our business, financial condition and results of operations. Moreover, our ability
to expand gross margins will also depend in part on our ability to control the average selling prices of our products and
services, including by selling higher- margin accessories, consumables and services. Our ability to reeegnize-maintain our
product pricing is dependent on our customers’ recognition that the benefits outweigh the higher upfront purchase price.
If we are unable to maintain our product pricing et or geal-of-continue to sell higher- margin accessories, consumables
and services at the levels we anticipate, our ability to expanding-—--- expand gross margins will be adversely affected,
which would harm our business, financial condition and results of operations. Lastly, our ability to expand gross margins
is also dependent on the success of our initiatives to better leverage our field service team and drive down service costs per
console, including through our cloud- based data system, remote monitoring, remote diagnostics and repairs, and other
enhancements designed to improve the performance and reliability of Tablo. If we are unable to continuously improve the



performance and reliability of Tablo, broaden our installed base or if these initiatives are otherwise unsuccessful, we may fail to
better leverage our field service team and drive down service costs per console within the timeframes— timeframe we anticipate
or at all, which could delay or prevent us from achieving sustainable gross margins, and adversely impact our financial
condition, results of operation and future growth. The commercial success of Tablo will depend upon attaining significant
market acceptance among providers and patients. Our success will depend, in part, on the acceptance of Tablo as safe, easy to
learn, easy to use, clinically flexible, operationally versatile and, with respect to providers, cost effective. We began
commercializing Tablo throughout the United States in 2018 and began the process to commercialize Tablo for home- based
dialysis in 2020. Our relatively limited commercialization experience makes it more difficult to evaluate our current business
and predict our future prospects. We-eannet-It is difficult to predict how quickly, if at all, providers and patients will accept
Tablo or, if accepted, how frequently it will be used. These constituents must believe that Tablo offers benefits over traditional
machines. The degree of market acceptance of Tablo will depend on a number of factors, including: * whether providers and
others in the medical community consider Tablo to be a safe and cost- effective treatment method; ¢ the potential and perceived
advantages of Tablo over traditional machines; ¢ the potential and perceived advantages of Tablo relative to our customers’ other
capital and operating purchase requirements; ¢ the cost of treatment, maintenance and upkeep using Tablo in relation to
traditional machines; ¢ the cost of treatment, and convenience and ease of use of Tablo in the acute setting relative to
outsourcing dialysis services to third- party providers; ¢ the convenience and ease of use of Tablo relative to traditional
machines; ¢ the effectiveness of our sales and marketing efforts for Tablo; ¢ our ability to provide incremental data that show the
clinical benefits and cost effectiveness of, and operational benefits from, Tablo; ¢ any changes to the availability of coverage
and adequate reimbursement for dialysis from payors, including government authorities; ¢ pricing pressure, including from
Group Purchasing Organizations (GPOs), seeking to obtain discounts on Tablo based on the collective buying power of the GPO
members; * product labeling or product insert requirements by the FDA or other regulatory authorities; and ¢ limitations or
warnings contained in the labeling cleared or approved by the FDA or other authorities. Additionally, even if Tablo achieves
widespread market acceptance, it may not maintain that market acceptance over time if competing products or technologies,
which are more cost effective or received more favorably, are introduced. Failure to achieve or maintain market acceptance and /
or market share would limit our ability to generate revenue and would have a material adverse effect on our business, financial
condition and results of operations. We currently derive substantially all of our revenue from the sale of Tablo and associated
consumables and are therefore highly dependent on Tablo for our success. We derive substantially all of our revenues from sales
of Tablo and its associated consumables, with the remainder of our revenues largely coming from services provided for the
support and maintenance of Tablo. Accordingly, our business is exposed to risks that our revenues are concentrated in a single
product. As a result, any event that adversely affects Tablo or the market for Tablo and associated consumables could adversely
affect our business, financial condition and results of operation. Our customers are facing financial pressures including capital
budget constraints, staffing shortages ;-and increased costs , and-other-finanetal-pressures-that have had, and may continue to
have, a negative impact on our revenue. Healtheare-providers{ineluding-Beginning in the third quarter of 2023, we began to
observe an increasing number of our existing and prospective customers y-are-faetng-a-nationwide-deferring their decisions
to purchase Tablo in an environment of rising interest rates and more cautious capital spending. These deferrals served
to further elongate our sales cycle and the timing of delivery and installations which in turn, contributed to an adverse
impact on our bookings and revenues for the second half of 2023, and we expect these negative impacts to continue into
2024. During 2022, our ex1st1ng and prospectlve customers faced sheﬁage—shortages of quakﬁed—skllled nurses and other
clinical personnel € v -

-inefeas%ﬂg—s’ta—fﬁﬂg—sheﬁages—&ﬂd—mcreased labor CO%N Comblned Wlth economic pressures resulting from general economic and
financial market conditions, primarily escalating inflation, tightening hospital operating budgets and increased scrutiny of
capital purchase decisions, all of which generally have the effect of lengthening the average sales cycle and elongating the
timing of installations. These factors negatively impacted our customer base on pipeline development and installation schedules,
which, in turn, negatively impacted our bookings, delayed our shipments and adversely impacted our revenues for 2022. If our
customers continue to face prolonged periods of rising interest rates, capital budget constraints, volatility, uncertainty,
staffing %hortagei rising costs and other financial pressures, whether due to the-ongetngeffeets-ofthe-pandemie;general
macroeconomic conditions or otherwise, it could ultimately adversely impact our ability to expand existing customer
relationships or attract new customers of Tablo, timely collect amounts due, effectively manage our inventory levels, and
have a material adverse effect on our bookings, revenues, results of operations, financial condition, and, ultimately, our future
growth and profitability. Wereeentty-In 2022, we launched a srewpilot clinical and administrative services program designed to
help bridge our healthcare provider customers, particularly those challenged by staffing shortages, as they transition from using
an outsourced inpatient dialysis provider to offering on- site inpatient dialysis services on their own. In return for a fair market
value service fee, we assign members of our own employed nurses on a temporary basis to support participating providers to
launch and manage an inpatient dialysis program using Tablo and, as full- time staff is hired, to help train and onboard those
nurses. Fhis-However, our pilot clinical and administrative services program is-intts-earky-stages-and-may not be successful
in achlevmg the objectives we 1ntend and antlclpate aﬂd—u-]-t-ﬂﬁafel-y— -1-t—may fall to meet our customers’ expectations, any-of

W 6 6 i eramr-may not generate sufficient returns to




justify our investment, or may result in unanticipated costs, which could harm our reputation and customer relationships
and adversely impact our operating margins and results of operations. Our ability to generate revenue from home- based
dialysis is subject to certain risks and uncertainties, including around the adeptterruse of Tablo in the home setting. In March
2020, Tablo was cleared by the FDA for patient use in the home of patients with acute and / or chronic renal failure, with or
without ultrafiltration, and we intend to expand within the home market However this goal is qubject to certain rrski mcludmg
our ablhty to attract, retam and manage patrent% : AL 3

as our abrhty © further evolve our Commercral infrastructure and sales processes as we scale our bu%me%i in the home market.
Our business strategy, including our pricing of Tablo, while informed by our limited history of selling Tablo in the home care
setting, continues to be based in part on certain assumptions about the adoption of Tablo by home dialysis patients, as well as
patient retention. If these assumptions about the home market are inaccurate and we are unable to increase our share of the
home dialysis market by attracting new patients, or retain such market share once achieved, we would need to significantly
change certain aspects of our business strategy, including the pricing of the-Tablo console, associated consumables and support
and maintenance, which could adversely affect our business, financial condition and results of operations. Our limited
experience in the distribution, logistics and service support that relate to the use of Tablo in the home care setting may also
negatively impact our ability to generate revenue from home- based dialysis. Currently, the provision of in- clinic and home
dialysis is largely dominated by DaVita and Fresenius, and our expansion within the home dialysis market is dependent on our
ability to grow new home programs with health systems and innovative dialysis clinic partners. In addition, patients and their
care partners using Tablo for home dialysis may not successfully operate Tablo or may require increased service and support
from us. Moreover, given the home dialysis market remains a relatively novel one for us, we also face the risk that we may
encounter difficulties whose precise nature or magnitude we cannot accurately predict at this time, but which may have a
material adverse effect on our business, financial condition or results of operations. With a significant portion of our
manufacturing operations located outside of the United States, we may experience manufacturing disruptions, and be subject to
additional risks associated with international manufacturmg operatronq 1nclud1ng uncertaln or changmg regulatory and / or
labor requirements . We have insourced eon ;

-}esseiee*teﬁt—m—Seuﬁleast—Aﬁa—feﬁhe productron of t-he—Tablo consoles e&rtﬂége—}tl&nyhe-ﬁetueeeﬂ&aet—maﬂufaefufmg

Mex1co Wthh we operate in collaboratron Wrth our outsourced bu%rneqs admrnr%tratlon service provider, TACNA —Reeeﬂt-lry—we
; d 0 v y and we 1ntend to contlnue to 1ncrea§e the quantrty

year-. Under our arrangement with TACNA we Control the operatroni englneerrng, quality and materrali %upply functron% at
the facility, while TACNA provides manufacturing space, the workforce, utilities, cross- border logistics, local permits and
hcensei We are %ubj ecttoa number of addmonal risks associated with operating our Mexico- based manufacturing facility and
; al-mantfae AHORS L aly-, and many of these risks may heighten to the extent we continue to
ramp our cartrrdge manufacturmg capabrhtre% and increase our dependence on our Mexico- based manufacturing operations. We
may experience strikes, work stoppages, work slowdowns, high personnel turnover, grievances, complaints, claims of unfair
labor practices, other collective bargaining disputes or other labor disputes at our new facility. Our manufacturing operations at
the facility may also suffer disruptions from global or regional public health crises such as the recent COVID- 19 pandemic,
natural disasters, cyber security attacks, vandalism, terrorism or other political hostilities. Any such occurrences could
negatively impact our ability to produce Tablo consoles and cartridges. We are also subject to a variety of foreign laws and
regulations, including trade and labor restrictions and laws relating to importation, exportation and taxation of goods, and U. S.
laws and regulations relating to foreign operations, including anti- corruption, anti- bribery and anti- money laundering laws .
For example, Mexico’ s Congress is considering proposals to amend Mexico’ s federal labor law, including a reduction in
maximum workweek hours from 48 to 40 hours. These proposed legislative changes are expected to increase our labor
costs and, ultimately, could potentially negatively impact the productivity of our manufacturing operations to the extent
our efforts to mitigate the impact of the changes are not successful . In addition, because certain of our Mexico- based
manufacturing operations incur costs that are denominated in Mexican Pesos (MXN), we are exposed to additional risk of
currency fluctuations between the U. S. dollars (USD) and MXN, which could increase our product and labor costs, thus
reducing our gross profit. Moreover, while certain members of our management team have some manufacturing experience, as
an organization, we do not have any prior experience in this type of manufacturing arrangement, and we could accordingly
experience other risks, the nature and magnitude of which we are unable to assess precisely at this time. Furthermore, we are
subject to increased risks related to changes in export or import regulation, other trade barriers, security measures and
uncertainties impacting the cost and the ability to move inventory and manufacturing equipment across the United States-
Mexico border. These risks may disrupt our Mexico- based manufacturing operations, subject us to increased costs, restrict or
delay our ability to deliver products to our customers and meet our customers’ demand on a timely basis, and result in customer
dissatisfaction, all of which would adversely impact our results of operations. In addition, we continue to rely on contract




manufacturing partners in Mexico and Southeast Asia, for the production of a portion of our Tablo cartridges. If either
of our contract manufacturing partners’ facilities were disrupted, by labor disputes, work stoppages, public health crises
such as the recent COVID- 19 pandemic, riots, terrorism, vandalism, cyber security attacks, natural disaster, regulatory
action or otherwise, it could cause substantial delays in our operations and result in our having insufficient Tablo
cartridge in inventory to fulfill orders. For example, in late 2021, supply chain disruptions exacerbated by COVID- 19
outbreaks and protocols escalated, and we faced increased supply constraints, which increased freight costs associated
with the transportation of Tablo cartridges. Further, to the extent we seek to renew or renegotiate our arrangements
with either of our contract manufacturing partners, and cannot agree to the terms and conditions of future contract
manufacturing arrangements, or if either of our contract manufacturing partners terminate existing agreements with us,
our ability to produce and sell Tablo cartridges could be delayed until we are able to ramp our own in- house
manufacturing capabilities to meet demand, or until an alternative manufacturing partner or arrangement is identified,
a new contract manufacturing agreement is negotiated and new production lines are established. We depend upon third-
party suppliers, including contract manufacturers and single source suppliers, making us vulnerable to supply problems
and price fluctuations. We rely on third- party suppliers, including in some instances single source suppliers, to provide us
with certain components of Tablo. The number of suppliers required for Tablo console production is in excess of 200 worldwide.
We consider a discrete number of these suppliers, located in the United States, Mexico, Europe and Asia, as critical providers of
components such as pumps, motors, valves and Printed Circuit Board Assembly (PCBA) boards. While we are undertaking a
second source qualification process for the majority of these critical components, we may not ultimately be successful in
securing second sourcing for all of them. In addition, we purchase supplies through purchase orders and do not have long- term
supply agreements with, or guaranteed commitments from, our suppliers, including single source suppliers. Moreover, at-present
while we manufacture a majority of Tablo cartridges in- house . we rely primarity-on contract manufacturers for the
production of the-a portion of Tablo eartridge-cartridges . Many of our suppliers and contract manufacturers are not obligated
to perform services or supply products for any specific period, in any specific quantity or at any specific price, except as may be
provided in a particular purchase order. We depend on our suppliers and contract manufacturers to provide us and our customers
with materials in a timely manner that meet our and their quality, quantity and cost requirements. These suppliers and contract
manufacturers may encounter problems during manufacturing for a variety of reasons, including as a result of public health
crises such as the recent COVID- 19 pandemic, labor disputes, work stoppages, damage or interruption from fires, severe
weather or other natural disasters, vandalism, terrorism or other political hostilities, any of which could delay or impede their
ability to meet our demand. These suppliers and contract manufacturers may cease producing the components we purchase from
them or otherwise decide to cease doing business with us. Further, we maintain limited volumes of inventory from most of our
suppliers and contract manufacturers. If we inaccurately forecast demand for finished goods, we may be unable to meet
customer demand which could harm our competitive position and reputation. Further, if we fail to effectively manage our
relationships with our suppliers and contract manufacturers, we may be required to change suppliers or contract manufacturers.
While we believe replacement suppliers exist for all materials, components and services necessary to continue manufacturing
our-Tablo systenr, establishing additional or replacement suppliers for any of these materials, components or services could be
time- consuming and expensive, may result in interruptions in our operations and product delivery, may affect the performance
specifications of eur-Tablo systemror could require that we modify Tablo’ s design. Even if we are able to find replacement
suppliers, we will be required to verify that the new supplier maintains facilities, procedures and operations that comply with
our quality expectations and applicable regulatory requirements. Any of these events could require that we obtain a new
regulatory authority approval before we implement the change, which could result in further delay and which may not be
obtained at all. If our third- party suppliers fail to deliver the required commercial quantities of materials on a timely basis and at
commercially reasonable prices, and we are unable to find one or more replacement suppliers capable of production at a
substantially equivalent cost in substantially equivalent volumes and quality on a timely basis, the continued commercialization
of eur-Tablo systent, the supply of our products to customers and the development of any future products will be delayed,
lmnted or prevented which could have a materlal adV erse effect on our business, fln'lncml condltlon and results of operatlons.

e*peﬂses—\\le—worked closely Wlth our manufacturmg partners and suppliers to enable us to source key eomponents and
malntaln approprlate 1nvent0ry levels to meet customer demand and have not experlenced materlal dlsruptlons in our supply

busiﬂess—Add-i-t—reﬁa-Hy—suroes and shlfts In consumer dem"lnd as—t-he—eeeﬁeﬁry—feepeﬂs— -fuft-her—exaeeﬂaa—ted-by—@@’vLI-D—have
dlsrupted the operatlons of certaln of our thlrd party suppliers -1-9—eut-bfea-ks—a-1=td-pfe’éeee-}s— resulting 'hﬁ'VG-Sﬁ“&lﬂed—ﬂ‘te




resultlng in —we—have—faeed—aﬂd—mﬁ!—een&nue—te—faee—mcreased transportatlon and related costs —aﬂd—#efdelays—assocmted

with delivering adequate supply of Tablo treatments to our customers from our contract manufacturing partner in Southeast
Asia . We-During 2023, we saw moderation in these costs. Moreover, we belicve that transittening-localizing production of a
majority of Tablo cartridges during2022-in Mexico ( to a-our Mexico- based contract manufacturer and, more recently, in

-Me*tee— house at our manufacturlng faclllty) has helped us—achleve cost reductlons through lower frelght costs, aﬂd—t-ha-t—etﬂ‘

eeH&bef&t—ten—veﬂ-t-h—’PAGP&%—er—he}p—further our long term gross margin expansion and supply contlnulty strategles and as-wett
as-improve the flexibility of our operations. However, there-is-ne-assuranee-that-we may willneteentinue-to-face increased

supply chain constraints in —Centinted-esealationrofthese-- the future, which supply-ehain-disruptions-and-a-sustained-rise-in
freight-eestscould negatively impact our ability to meet customer demand on a timely basis, result in customer dissatisfaction
and adversely impact our operating margins and results of operation. A pandemic, epidemic or...... that would otherwise be
focused on the|operations of our business; delays in growing...... in this  Risk Factors ” section . If we fail to provide strong
product performance, customer dissatisfaction could adversely affect our reputation and results of operations. We need to
maintain and continuously improve the performance and reliability of Tablo to achieve our profitability objectives. Poor product
performance and reliability could lead to customer dissatisfaction, adversely affect our reputation and revenues, and increase our
service and distribution costs and working capital requirements. Software and hardware incorporated into Tablo may contain
errors or defects, especially when first introduced and while we have made efforts to test this software and hardware extensively,
we cannot assure that the software and hardware, or software and hardware developed in the future, will not experience errors or
performance problems. In addition, with our relatively recent transition to manufacturing Tablo consoles and a majority of
Tablo cartridges at our facility in Fijuwana;-Mexico operated in collaboration with TACNA, and-eurplans-to-ramp-produetion-of
Fablo-eartridgesin—house-at-thisfaethty-we are more exposed to risks relating to product quality and reliability unti-the-as we

continue to refine our manufacturing processes mature-. Like all transitions of this nature, they could increase our costs in the
near- term and accordingly adversely affect our business, financial condition and results of operations. If we are unable to
continue to innovate and improve Tablo, we could lose customers or market share. Our success will depend on our ability to
keep ahead of developments in the dialysis industry. It is critical to our competitiveness that we continue to innovate and make
improvements to Tablo’ s functionality and efficiency. If we fail to make improvements to Tablo’ s functionality over time, our
competitors may develop products that offer features and functionality similar or superior to those of Tablo. If we fail to make
improvements to Tablo’ s efficiency, our competitors may develop products that are more cost effective than Tablo. Our failure
to make continuous improvements to Tablo to keep ahead of the products of our competitors could result in the loss of customers
or market share that would adversely affect our business, results of operations, and financial condition. We face competition
from many sources, including larger companies and new entrants, and we may be unable to compete successfully. There are a
number of dialysis machine manufacturers in the United States, Europe and Asia. Notable competitors in the United States
include Fresenius Medical Care AG & Co. KGaA (Fresenius), Baxter International, Inc. (Baxter) and B. Braun Medical Inc. (B.
Braun). In addition, Quanta Dialysis Technologies Ltd’ s (Quanta) dialysis system received FDA 510 (k) clearance for use in
acute and / or chronic settings. Of these competitors, Fresenius is the largest and it supplies dialysis products, operates a
significant number of dialysis clinics and provides outsourced dialysis services in many hospitals. Fresenius, Baxter and B.
Braun all supply machines and supplies in both the acute and home care settings. With the exception of Quanta, all of these
organizations are currently significantly larger with greater financial and personnel resources than us, enjoy significantly greater
market share than ours and have greater resources than we do. As a consequence, they are able to spend more on product
development, marketing, sales and other product initiatives than we can. Additionally, companies with dialysis machine
development programs include Medtronic. Some of our competitors have: * substantially greater name recognition;  broader,
deeper or longer- term relations with healthcare professionals, customers and third- party payors; « more established distribution
networks; ¢ additional lines of products and the ability to offer rebates or bundle products to offer greater discounts or other
incentives to gain a competitive advantage; ¢ greater experience in conducting research and development, manufacturing,
clinical trials, marketing and obtaining regulatory clearance or approval for products; and ¢ greater financial and human
resources for product development, sales and marketing and patent litigation. Further, we may compete with third party
providers of outsourced dialysis services, including Fresenius. These organizations are significantly larger with greater financial,
personnel and other resources than us and enjoy significantly greater market share and name recognition than us. As a result,
these competitors may be able to adopt more aggressive pricing policies and devote greater resources to the promotion,
marketing and sales of their services. Our continued success depends on our ability to: « further penetrate the acute care market
and drive utilization and fleet expansion among our existing customers in the acute care setting; * successfully expand within
the home dialysis market; « maintain and widen our technology lead over competitors by continuing to innovate and deliver new
product enhancements on a continuous basis; ¢ cost- effectively manufacture Tablo and its component parts as well as drive
down the cost of service; * increase adoption of Tablo in the chronic outpatient facility setting via transitional care programs
within existing dialysis clinics; and-> demonstrate Tablo’ s economic, clinical, compliance and operational benefits relative to
outsourcing dialysis services ; and ® overcome the adverse impact in the field from the Warning Letter and our
distribution pause on TabloCart with Prefiltration which created a certain amount of marketplace confusion
(exacerbated, we believe, in some cases by our competitors) particularly regarding Tablo’ s use in the intensive care unit
(ICU) . In addition, competitors, including those with greater financial resources than ours, could acquire, combine with or
partner with other companies to gain enhanced name recognition and market share, as well as new technologies, products or
services that could effectively compete with our existing solutions, which may cause our revenue to decline and would harm our
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independent company focused on kidney care, and in August 2022, Fresenius Health Partners (the value- based care division of
Fresenius), InterWell Health and Cricket Health, Inc. merged the three businesses into a new independent company focused on
kidney care. In the future, we may also face competition from new entrants or companies spun off from our larger competitors.
For example, in January 2023, Baxter announced its plans to spin off its renal care business unit into a new independent
company which-eotldultimatelyresult-inanethereompetitorforus-. Our competitors also compete with us in recruiting and
retaining qualified scientific, management and commercial personnel, as well as in acquiring technologies complementary to, or
necessary for, Tablo. Because of the complex and technical nature of Tablo and the dynamic market in which we compete, any
failure to attract and retain a sufficient number of qualified employees could materially harm our ability to develop and
commercialize Tablo, which would have a material adverse effect on our business, financial condition and results of operations.
As we attain greater commercial success, our competitors are likely to develop products that offer features and functionality
similar to Tablo. Improvements in existing competitive products or the introduction of new competitive products may make it
more difficult for us to compete for sales, particularly if those competitive products demonstrate better reliability, convenience
or effectiveness or are offered at lower prices. More generally, the development of viable medical, pharmacological and
technological advances in treating or preventing kidney failure may also limit the opportunity for Tablo and our services. While
kidney transplantation is the treatment of choice for most patients with ESRD, it is not currently a viable treatment for most
patients. This may change, however, with the development of new medications designed to reduce the incidence of kidney
transplant rejection, progress in using kidneys harvested from genetically engineered animals as a source of transplants as
demonstrated by the first pig- to- human kidney transplant in September2021, and other advances in kidney transplantation .
Moreover, developments in the healthcare marketplace related to new or innovative technologies, drugs and other
treatments have the potential to impact the rate of growth of the ESRD patient population or otherwise reduce demand
for dialysis treatments. For example, in October 2023, a pharmaceutical manufacturer announced the early termination
of its study, which sought to demonstrate the effectiveness of its glucagon- like peptide (GLP- 1) receptor agonist
indicated for type 2 diabetes in delaying the progression of CKD and lowering the risk of cardiovascular mortality, as a
result of the study having met certain endpoints. This development generated uncertainty in the marketplace with
respect to the potential impact of these or other similar classes of drugs or new classes of drugs or treatments on the rate
of growth of the ESRD patient population. We believe increased adoption of GLP- 1 receptor agonists has the potential
to reduce cardiovascular disease and events, which is the leading cause of mortality amongst patients with chronic
kidney disease and on dialysis, resulting in lower mortality rates and likely an increase in the ESRD patient population
over time. However, any sustained or significant decline in the rate of growth of the ESRD patient population or demand
for Tablo, whether as a result of developments related to new or innovative technologies, drugs, treatments or otherwise,
may adversely impact our business, results of operation, financial condition, cash flows and stock price . We may face
additional costs, loss of revenue, significant liabilities, harm to our brand, decreased use of our platform and business disruption
if there are any security or data privacy breaches or other unauthorized or improper access. In connection with various facets of
our business, we collect and use a variety of personal information as part of the Tablo data ecosystem, such as name, street
address, email addresses, mobile telephone number, and prescription information. Security breaches, computer malware and
computer hacking attacks have become more prevalent across industries and may occur on our systems or those of our third-
party service providers, suppliers or other partners. Despite the implementation of security measures, our internal computer
systems and those of our third- party service providers, suppliers and other partners are vulnerable to damage from computer
viruses, hacking and other means of unauthorized access, denial of service and other attacks, natural disasters, terrorism, war and
telecommunication and electrical failures. Attacks upon information technology systems are increasing in their frequency, levels
of persistence, sophistication and intensity, and are being conducted by sophisticated and organized groups and individuals with
a wide range of motives and expertise. Further, we may face increased cybersecurity risks due to our reliance on internet
technology and the number of our employees who may work remotely, which may create additional opportunities for
cybercriminals to exploit vulnerabilities. In addition to unauthorized access to or acquisition of personal information,
confidential information, intellectual property or other sensitive information, such attacks could include the deployment of
harmful malware and ransomware, and may use a variety of methods, including denial- of- service attacks, social engineering
and other means, to attain such unauthorized access or acquisition or otherwise affect service reliability and threaten the
confidentiality, integrity and availability of information. Any failure to prevent or mitigate security breaches or improper access
to, or use or disclosure of, our data or consumers’ personal information, including information hosted by third party service
providers such as Amazon Web Services (AWS), could result in significant liability under applicable data protection laws, such
as state breach notification laws and the HIPAA and its implementing regulations. Such an incident may also cause a material
loss of revenue from the potential adverse impact to our reputation and brand, affect our ability to retain or attract new users of
Tablo and potentially disrupt our business, as well as require significant expenditure of resources to contain, mitigate and
remediate the incident. Because the techniques used to obtain unauthorized access, disable or degrade service or sabotage
systems change frequently or may be designed to remain dormant until a predetermined or other future event and often are not
recognized until launched against a target, we and our partners may be unable to anticipate these techniques or to implement
adequate preventative measures. Further, we do not have any direct control over the operations of the facilities or technology of
AWS or our other cloud and service providers. Our systems, servers and platforms, those of our cloud service providers, and
Tablo’ s two- way wireless communication system, may be vulnerable to computer viruses or physical or electronic break- ins
that our or their security measures may not detect or effectively block, and may be breached due to the actions of outside parties,
employee error or misconduct, malfeasance, or a combination of these and, as a result, an unauthorized party may obtain access
to our data or the personal information maintained by us or on our behalf. Additionally, outside parties may attempt to
fraudulently induce employees to disclose sensitive information in order to gain access to the data and personal information we



maintain , including through phishing or smishing attacks . Threat actors, including individuals, criminal groups, state
sponsored actors or others may be able to circumvent such security measures and misappropriate our confidential or proprietary
information, disrupt our operations, corrupt our data, damage our computers or otherwise impair our reputation and business.
We-Although we currently invest in our resources and infrastructure, we may need to expend significant resources and
make significant capital investment in the future to protect against security breaches or to mitigate the impact of any such
breaches. In addition, to the extent that our cloud and other service providers experience security breaches that result in the
unauthorized or improper use of confidential information, employee information or personal information, we may not be
indemnified for any losses resulting from such breaches. If we are unable to prevent or mitigate the impact of such security
breaches or other cyber events that impact our operations, our ability to attract and retain new customers, patients, and other
partners could be harmed, as they may be reluctant to entrust us with their data, and we could be exposed to litigation and
governmental investigations, which could lead to a potential disruption to our business or other adverse consequences. We may
encounter difficulties in managing our growth, which could drsrupt our operatlons As of December 31,2622-2023 , we had 5—1—8
480 full trrne employees We may not be able O+ v 6 6 6

-feei-l-r&es-and-een{-rnue—to recnnt and train addmonal quahﬁed personnel —Bue—to—and expand our operatwns 1n the timeframe
that we desire for various reasons which include our limited financial resources, we-the impact of macroeconomic
conditions on us or our customers, or any inability to overcome the adverse impacts of regulatory, competitive or other
challenges. Our growth may netbe-, instead, require us to leverage and optimize our existing personnel while increasing
the scale of our operatlons in an effort to grow our revenue and expand gross margins. If we are able—unable to effectlvely

growth eou-ld—delayﬂn the face of these challenges, the execution of our busrness plans could be delayed whlch would have a
material adverse effect on er-our disrapt-eur-business, financial condition and results of operations. The home hemodialysis
market may not expand sufficiently to support our growth prospects. We believe a significant growth opportunity exists within
the home hemodialysis market. However, home hemodialysis therapies to date have not been extensively adopted. We believe
that the home hemodialysis market is sufficient to fuel our growth in the near term if we are able to capture sufficient market
share; however, there can be no assurance that we will be successful in increasing our market share. Our long- term growth will
require us to shift patients’ and the medical community’ s understanding and view of home hemodialysis and will require greater
acceptance of home hemodialysis from patients as compared to current levels, physicians who are willing to prescribe home
hemodialysis, and dialysis centers that are willing to support home hemodialysis growth. Most dialysis centers presently do not
have the infrastructure to support a significant home hemodialysis patient population, including the availability of home
hemodialysis training nurses, and may not be motivated to invest in home hemodialysis programs. The nationwide shortage of
nurses and other clinical personnel that-he exe ; poses increased challenges for
dialysis centers looking to retain or attract the staff necessary to support a home hemodlalysrs program. We will need to continue
to devote significant resources to support the expansion of the home hemodialysis market, but these efforts ultimately may not
be successful. We traditionally have had significant customer concentration ;with-etr-largest-eustomer-aceounting for-alarge
portionrofourteventes-. For the year ended December 31, 2022-2023 , our largest customer accounted for +4-13 % of revenues.
There are risks whenever a large percentage of total revenues are concentrated with a limited number of customers. It is not
possible for us to predict the level of demand for Tablo that will be generated by any of these customers in the future. In
addition, revenues from these larger customers may fluctuate from time to time based on these customers’ business needs and
customer experience, the timing of which may be affected by market conditions or other factors outside of our control.
Furthermore, because our business model consists of an upfront capital purchase by our customers, and relatively lower
recurring revenue from future sales of consumables and services, revenues from these larger customers may not represent a
substantial portion of our revenues in future periods. These customers could also potentially pressure us to reduce the prices we
charge for Tablo, which could have an adverse effect on our margins and financial position and could negatively affect our
revenues and results of operations. If any of our largest customers terminates its relationship with us, such termination could
negatively affect our revenues and results of operations. Natural or man- made disasters and...... materially and adversely affect
our business. Any failure to offer high- quality product support for Tablo may adversely affect our relationships with providers
and negatively impact our reputation among patients and providers, which may adversely affect our business, financial
condition, and results of operations. We operate a multichannel model, including remote and on- site product support to respond
to and resolve issues reported to us by providers and nurses on behalf of their patients. In implementing and using Tablo,
providers depend on our support to resolve product quality- and performance- related issues in a timely manner. We may be
unable to respond quickly enough to accommodate short- term increases in demand for customer support. Increased customer
demand for product support could increase costs and adversely affect our business, financial condition and results of operations.
Our sales are highly dependent on our reputation and on positive recommendations from our existing patients, care partners and
providers. Any failure to maintain high- quality customer support for our products, or a market perception that we do not
maintain high- quality customer support for our products, could adversely affect our reputation, our ability to sell Tablo, and in
turn our business, results of operations, and financial condition. Our results of operations will be materially harmed if we are
unable to accurately forecast customer demand for, and utilization of, Tablo and manage our inventory. To ensure adequate
inventory supply, we must forecast inventory needs and manufacture the-Tablo eensete-consoles and the-Tablo eartridge




cartridges based on our estimates of future demand for Tablo. Our ability to accurately forecast demand for Tablo could be
negatively affected by many factors, including our failure to accurately manage our expansion strategy, product introductions by
competitors, an increase or decrease in customer demand for Tablo or for products of our competitors, our failure to accurately
forecast customer acceptance of new products, potential disruption in our supply chain from regional or global public health
crises ineluding-such as the recent COVID- 19 pandemic, unanticipated changes in general market conditions or regulatory
matters and weakening of economic conditions or consumer confidence in future economic conditions. Inventory levels in
excess of customer demand may result in inventory write- downs or write- offs, which would cause our gross margin to be
adversely affected and could impair the strength of our brand. Conversely, if we underestimate customer demand for Tablo, our
supply chain, manufacturing partners and / or internal manufacturing team may not be able to deliver components and products
to meet our requirements, and this could result in damage to our reputation and customer relationships. In addition, if we
experience a significant increase in demand, additional supplies of raw materials or additional manufacturing capacity may not
be available when required on terms that are acceptable to us, or at all, or suppliers may not be able to allocate sufficient
capacity in order to meet our increased requirements, which will adversely affect our business, financial condition and results of
operations. a-matertal-adverse-effeetomrourtong—term-business—Natural or man- made disasters and other similar events
,including the COVID- 19 pandemic, may significantly disrupt our business,and negatively impact our business,financial
condition and results of operations.A significant portion of our employee base,operating facilities and infrastructure are
centralized in Northern California.Any of our facilities may be harmed or rendered inoperable by natural or man- made
disasters,including earthquakes,wildfires,floods,nuclear disasters,riots,acts of terrorism or other criminal activities,infectious
disease outbreaks or pandemic events, including sueh-as-the recent COVID- 19 pandemic,power outages and other
infrastructure failures,which may render it difficult or impossible for us to operate our business for some period of time.Our
facilities would likely be costly to repair or replace,and any such efforts would likely require substantial time.Any disruptions in
our operations could adversely affect our business and results of operations and harm our reputation.Moreover,although we have
disaster recovery plans,they may prove inadequate. We may not carry sufficient business insurance to compensate for losses that
may occur.Any such losses or damages could have a material adverse effect on our business and results of operations.In
addition,our facility in Mexico and the facilities of our suppliers and manufacturers may be harmed or rendered inoperable by
such natural or man- made disasters,which may cause disruptions,difficulties or otherwise materially and adversely affect our
business. [nadequate training of, and improper use of Tablo by, nurses, dialysis technicians, care partners and patients may lead
to negative patient outcomes, affect adeption-use of Tablo and adversely affect our business. The success of Tablo depends in
part on the proper training and use of Tablo by nurses and dialysis technicians in the acute setting er-and patients and care
partners in the home setting. We train nurses and dialysis technicians on the appropriate use of Tablo, as well as how to train
other users, including patients and care partners who use Tablo in the home setting, on the appropriate use of Tablo. If nurses
and dialysis technicians, including those we train directly and those trained by others, or patients and care partners, who are not
trained by us directly, use Tablo inappropriately or incorrectly, or with supplies that are not compatible with Tablo or without
adhering to or completing training sessions, patient outcomes may not be consistent with expected results. This may result in
adverse events, including reduced treatment efficacy, and may negatively impact the perception of patient benefit and safety and
limit adoption of Tablo, which would have a material adverse effect on our business, financial condition and results of
operations. In addition, we may face liability for inadequate training and training materials for nurses and other providers who
use our products. Our operating results may fluctuate significantly, which makes our future operating results difficult to predict
and could cause our operating results to fall below expectations or any guidance we may provide. Our quarterly and annual
results of operation, including our revenue, gross margin, profitability and cash flows, may fluctuate significantly, which makes
it difficult for us to predict our future operating results. Accordingly, the results of any one quarter or period should not be relied
upon as an indication of future performance. Our quarterly and annual operating results may fluctuate as a result of a variety of
factors, many of which are outside our control and, as a result, may not fully reflect the underlying performance of our business.
These fluctuations may occur due to a variety of factors, including, but not limited to: * the level of demand for Tablo, which
may vary significantly, our ability to accurately forecast and meet customer demand and the timing of customer orders and
installation schedules; * the cost of manufacturing Tablo, which may vary depending on the quantity of production, the terms of
our agreements with third- party suppliers and manufacturers, costs of raw materials and components, and any related foreign
currency impact; * expenditures that we may 1ncur to acquire, develop or commercialize addltlonal products and technologles .
unant1c1pated prlclng pressures; * the rate-at-w FE-ErOW-0 ; : at-whieh ;

v p-e-the-degree of competmon in our 1ndustry and any change in the
competmve landscape of our 1ndustry, 1nclud1ng product enhancements or the introduction of new products or technologies by
our competitors, or consolidation among our competitors or future partners; * coverage and reimbursement policies with respect
to dialysis equipment, and potential future products that compete with Tablo; ¢ the timing and success or failure of clinical trials
for Tablo or any enhancements to Tablo we develop, or changes made to competing products; * positive or negative coverage,
or public perception, of Tablo or products of our competitors or broader industry trends; ¢ the impact, if any, that public health
crises such as the recent COVID- 19 pandemic may have on our operations, financial results and the number of patients treated;
« the timing and cost of, and level of investment in, research, development, licenses, regulatory approval, commercialization
activities, acquisitions and other strategic transactions, or other significant events relating to Tablo, which may change from time
to time; * our ability to leverage and optimize our existing sales force, and the speed at which any newly hired salespeople
become effective, and the cost and level of investment therein; * the timing and cost of obtaining and maintaining regulatory
approvals or clearances for our products or product enhancements, or the-other eurrent-verston-efFablorregulatory actions
with respect to our products (such as wel-as-ptanned-the Warning Letter we received in July 2023 and er-our futare

improvements-orenhaneements-to-Table-subsequent pause on the distribution of TabloCart with Prefiltration) ; - pricing




and discounts for Tablo or competing products; * legal, accounting and other expenses we may incur as a result of operating as a
public company, including costs related to compliance with new compliance initiatives and requirements; * future accounting
pronouncements or changes in our accounting policies; and ¢ general economic and financial market conditions or political
instability, including changes in tariff or trade laws and policies, as well as inflationary pressures (such as current inflation
related to global supply chain disruptions). The cumulative effects of these factors could result in large fluctuations and
unpredictability in our quarterly and annual financial results. As a result, comparing our operating results on a period- to- period
basis may not be meaningful. Further, our historical results are not necessarily indicative of results expected for any future
period, and quarterly results are not necessarily indicative of the results to be expected for the full year or any other period, and
accordingly should not be relied upon as indicative of future performance. This variability and unpredictability could also result
in our failure to meet the expectations of industry or financial analysts or investors for any period. If our revenue or operating
results fall below the expectations of analysts or investors or below any forecasts we may provide to the market, it will
negatively affect our business, financial condition and results of operations. The sizes of the markets for Tablo in the acute and
home settings have not been established with precision and may be smaller than we estimate and may decline. Our estimates of
the annual total addressable market for Tablo are based on a number of internal and third- party estimates, including, without
limitation, the assumed prices at which we can sell Tablo in the acute and home markets. While we believe our assumptions and
the data underlying our estimates are reasonable, these assumptions and estimates may not be correct and the conditions
supporting our assumptions or estimates may change at any time, thereby reducing the predictive accuracy of these underlying
factors. As a result, our estimates of the annual total addressable market for Tablo in different settings may prove to be incorrect.
If the actual number of patients who would benefit from Tablo, the price at which we can sell Tablo, or the total addressable
market for Tablo is smaller than we have estimated, it may impair our sales growth and negatively affect our business, financial
condition and results of operations. We use Amazon Web Services to support Tablo’ s cloud connectivity and any disruption of
service could interrupt or delay our ability to receive and deliver etitteat-certain treatment and reporting information from and to
providers and patients. We currently use AWS to host our cloud- based ecosystem. We also use other cloud service providers in
our operations. We do not have direct control over the operations of the facilities of AWS or of our other cloud service providers
and these facilities are vulnerable to damage or interruption from earthquakes, hurricanes, floods, fires, cyber security attacks,
terrorist attacks, power losses, telecommunications failures and similar events. The occurrence of a natural disaster or an act of
terrorism, a decision by AWS or another cloud service provider to close the facilities without adequate notice, or other
unanticipated problems could result in lengthy interruptions in, or curtailment of, Tablo’ s functionality and our ability to
provide software updates or analyze patient and machine data. The facilities also could be subject to break- ins, computer
viruses, sabotage, intentional acts of vandalism and other misconduct. The continuing and uninterrupted performance of Tablo is
critical to our success. Because our customer- facing software platform is used by providers to gain insight into treatment
performance, it is critical that our customer facing software platform be accessible without interruption or degradation of
performance or data. Providers and patients may become dissatisfied by any system failure that interrupts our ability to provide
the full suite of Tablo capabilities to them. Outages could lead to the triggering of our service level agreements and the issuance
of credits to our clients, in which case, we may not be fully indemnified for such losses pursuant to our agreement with AWS or
our agreements with our other cloud service providers. We may not be able to easily switch our AWS operations to another
cloud provider if there are sustained disruptions or interference with our use of AWS. Repeated or prolonged system failures
may reduce the attractiveness of Tablo to providers and patients and result in a decreased demand for Tablo, thereby adversely
affecting our business, financial condition and results of operations. Moreover, negative publicity arising from these types of
disruptions could damage our reputation and may adversely impact use of Tablo. AWS and our other cloud service providers are
not obligated to renew agreements with us on commercially reasonable terms, or at all. If we are unable to renew our
agreements with AWS or our other cloud service providers on commercially reasonable terms, if our agreements with AWS or
our other cloud service providers are prematurely terminated, or if in the future we add additional data providers, we may
experience costs or downtime in connection with the transfer to, or the addition of, new providers. If these providers were to
increase the cost of their services, we may have to increase the price of Tablo or take other measures to offset such cost
increases, which could have a material adverse effect on our business, financial condition and results of operations. If we
experience significant disruptions in our information technology systems, our business may be adversely affected. We depend on
our information technology systems for the efficient functioning of our business, including the manufacture, distribution and
maintenance of Tablo, as well as for accounting, data storage, compliance, purchasing and inventory management. We do not
have redundant information technology in all aspects of our systems at this time. Our information technology systems may be
subject to computer viruses, ransomware or other malware, attacks by computer hackers or malicious insiders, failures during
the process of upgrading or replacing software, databases or components thereof, power outages, damage or interruption from
fires or other natural disasters, hardware failures, telecommunication failures and user errors, among other malfunctions. We
could be subject to an unintentional event that involves a third party gaining unauthorized access to our systems, which could
disrupt our operations, corrupt our data or result in release of our confidential information. Technological interruptions or
malfunction would disrupt our operations, including our ability to timely ship and track Tablo orders, project inventory
requirements, ensure the integrity of our data analytics services, manage our supply chain and otherwise adequately service our
customers or disrupt our customers’ ability to use Tablo. In the event we experience significant disruptions, we may be unable to
repair our data or systems in an efficient and timely manner. Accordingly, such events may disrupt or reduce the efficiency of
our entire operation and have a material adverse effect on our business, financial condition and results of operations. Currently,
we carry business interruption coverage to mitigate certain potential losses but this insurance is limited in amount, and we
cannot be certain that such potential losses will not exceed our policy limits. We are increasingly dependent on complex
information technology to manage our infrastructure. Our information systems require an ongoing commitment of significant



resources to maintain, protect and enhance our existing systems. Failure to maintain or protect our information systems and data
integrity effectively could have a material adverse effect on our business, financial condition and results of operations. If product
liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit or halt the marketing
and sale of Tablo. The expense and potential unavailability of insurance coverage for liabilities resulting from Tablo could harm
us and our ability to sell Tablo. We face an inherent risk of product liability as a result of the marketing and sale of Tablo. For
example, we may be sued if Tablo or any of its component parts causes, or is perceived to cause, injury or is found to be
otherwise unsuitable during manufacturing, marketing or sale. Any such product liability claim may include allegations of
defects in manufacturing, defects in design, a failure to warn of dangers inherent in the product, negligence, strict liability or a
breach of warranties. In addition, we may be subject to claims against us even if the apparent injury is due to the actions of
others or the pre- existing health conditions of the patient. For example, nurses, dialysis technicians, care partners and patients
operate Tablo. If these nurses, dialysis technicians, care partners or patients are not properly trained, are negligent or use Tablo
incorrectly, the capabilities of Tablo may be diminished or the patient may suffer critical injury. We may also be subject to
claims that are caused by the activities of our suppliers, such as those who provide us with components and sub- assemblies, or
manufacturers who produce Tablo consoles and cartridges. If we cannot successfully defend ourselves against product liability
claims, we may incur substantial liabilities or be required to limit or halt the marketing and sale of Tablo. Even successful
defense would require significant financial and management resources. Regardless of the merits or eventual outcome, liability
claims may result in:  decreased demand for Tablo; » harm to our reputation; ¢ initiation of investigations by regulators, which
could result in enforcement action against us or our contract manufacturers; ¢ costs to defend the related litigation; * a diversion
of management’ s time and our resources; * substantial monetary awards to trial participants or patients; * product recalls,
withdrawals or labeling, marketing or promotional restrictions; * loss of revenue; and ¢ exhaustion of any available insurance
and our capital resources. We believe we have adequate product liability insurance, but it may not prove to be adequate to cover
all liabilities that we may incur. Insurance coverage is increasingly expensive. We may not be able to maintain or obtain
insurance at a reasonable cost or in an amount adequate to satisfy any liability that may arise. Our insurance policy contains
various exclusions, and we may be subject to a product liability claim for which we have no coverage. The potential inability to
obtain sufficient product liability insurance at an acceptable cost to protect against product liability claims could prevent or
inhibit the marketing and sale of Tablo. We may have to pay any amounts awarded by a court or negotiated in a settlement that
exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be able to obtain, sufficient
capital to pay such amounts, which would have a material adverse effect on our business, financial condition and results of
operations. In addition, any product liability claims brought against us, with or without merit, could increase our product
liability insurance rates or prevent us from securing continuing coverage, harm our reputation in the industry, significantly
increase our expenses and reduce product sales. We expect to continue to incur net losses for the next several years and we may
require substantial additional capital to finance our planned operations, which may include future equity and debt financings.
This additional capital may not be available to us on acceptable terms or at all. Our failure to obtain additional financing when
needed on acceptable terms, or at all, could force us to delay, limit, reduce or eliminate our commercialization, sales and
marketing efforts, product development programs or other operations. We may require additional financing to fund working
capital and pay our obligations. While we have-entered into two senior secured credit facilities #-om November 3, 2022 that-,
which provide for (i) up to &5 250. 0 million of term loans (the SLR Term Loan Facility) pursuant to a loan and security
agreement with certain lenders and SLR Investment Corp., as agent (the SLR Loan Agreement) and (ii) up to a $ 50. 0
million asset- based revolving credit facility (the SLR Revolver , together with the SLR Term Loan Facility, the SLR Credit
Facilities) pursuant to a credit agreement with Gemino Healthcare Finance, LLC d /b / a SLR Healthcare ABL, as
lender (the SLR Revolving Credit Agreement, together with the SLR Loan Agreement, the SLR Credit Facility
Agreements), we enly-have aeeesste-already borrowed $ 200. 0 million of term loans sueh-borrewings-sinee-an-and the
additional $ 100. 0 million efsweh-borrowings under the SLR Credit Facilities is subject to us achieving certain net revenue
milestones and obtaining lenders’ credit approval. We may seek to raise any necessary additional capital through a combination
of public or private equity offerings or debt financings. There can be no assurance, however, that we will be successful in
acquiring additional funding at levels sufficient to fund our operations or on terms favorable to us. If adequate funds are not
available on acceptable terms when needed, we may be required to significantly reduce operating expenses, which may
negatively affect our business, financial condition and results of operations. If we do raise additional capital through public or
private equity or convertible debt offerings, such offerings could result in dilution, including potentially significant dilution,
of the ownership interest of our existing stockholders will-be-dilated-, and the terms of these securities may include liquidation
or other preferences that adversely affect our stockholders’ rights. If we raise additional capital through debt financing
(including through refinancing our existing debt), we may be subject to , among other things, an increase in our interest
expense which may negatively affect our cash flow and covenants limiting or restricting our ability to take specific actions,
such as incurring additional debt, making capital expenditures or declaring dividends. Additional capital may not be available on
reasonable terms, or at all. The terms of our credit agreement require us to meet certain operating and financial covenants, place
restrictions on our operating and financial flexibility and subject us to interest rate risk , and our ability to access additional
borrowings is subject to us achieving certain net revenue milestones and obtamlng lenders’ credit approval . We entered

into twe-sentor-seeured-ereditfaethitiesthe SLR Credit Facilities 3on November 3, 2022 , {the-ElesingPatey-which provide for
(i) up to &S 250. 0 million of term fean-loans fthe-SER FermeanFaetity)pursuant to aloanandseeurityagreement-with
eeﬁatn—leﬁdefs—aﬂd—SJ:R—}nvesf&ﬁﬁt—Gerp—as-agent—(—the SLR Loan Agreement and (11 )aﬁd-up toa $ 50. O rmlhon asset- based

revolvmg credit facﬂlty Sy-pursuant to &
d v the SLR Revolvmg Credit
. While-We have already borrowed




$ 200. 0 mllllon of term loans and the addltlonal $100.0 mllllon of borrowmgs under the SLR Credlt F acﬂmes pfeﬂde-fer

addi-t-ieﬂa-l—$—}99—9—m-ﬂ-ﬁeﬂ—e-€sueh—befrewr&gs—15 subject to us achlevmg certain net revenue mllestones and obtamlng 1enders

credit approval. If we achieve a certain net revenue milestone, calculated on a trailing six- month basis (First Revenue
Milestone), on or before June 30, 2024 and the additional tranche under the SLR Revolver has been approved, we will be
permitted to borrow up to an additional $ 250 50 . 0 million under the SLR Credit Facilities. If we achieve a subsequent
additional net revenue milestone, calculated on a trailing six- month basis (Second Revenue Milestone, and together with First
Revenue Milestone, the Revenue Milestones), on or before June 30, 2025 and obtain lenders’ credit approval, we will be
permitted to further borrow up to an additional $ 386-50 . 0 million under the SLR Credit Facilities. If we fail to achieve either
or both of these Revenue Milestones or obtain lenders’ credit approval, we will not be able to access the fultremaining $ 366
100 . 0 million of berrewing-borrowings ametmfs—under the SLR Credlt F a0111t1es The SLR Credlt F a0111t1es are secured by
substantlally all of our assets, 1nclud1ng all of e 3 0 ;

g rd-a our 1nte11ectual property, subj ect to certain exceptlons The SLR Credit

F ac111ty Agreements contain a number of restrlctlve covenants, and the terms may restrict our current and future operations,
particularly our ability to respond to certain changes in our business or industry or take future actions. In addition, as principal
amounts outstanding under each of the SLR Term Loan Facility and the SLR Revolver accrue interest at variable interest rates
tied to SOFR, any borrowings under the facilities will be subject to interest rate risk. An adverse change in interest rates for our
borrowings could increase our future borrowing costs which may restrict our access to capital in the future and, ultimately,
could adversely affect our financial condition and results of operations. See the section titled “ Management’ s Discussion and
Analysis of Financial Condition and Results of Operations — Liquidity and Capital Resources — Debt Obligations — SLR Debt
Financing. ” The SLR Credit Facility Agreements contain customary representations and warranties and affirmative covenants
and also contain certain restrictive covenants, including, among others, limitations on: the incurrence of additional debt, liens on
property, acquisitions and investments, loans and guarantees, mergers, consolidations, liquidations and dissolutions, asset sales,
dividends and other payments in respect of our capital stock, prepayments of certain debt, transactions with affiliates and
changes to our type of business, management of the business, control of the business or business locations. The SLR Credit
Facility Agreements also include a financial covenant that, beginning with the fiscal quarter ending December 31, 2023,
requires us to either (i) maintain certain levels of cash and cash equivalents in accounts subject to control agreements in favor of
Agent and ABL Lender of at least the sum of (a) 50 % of the-sum-ef{ay-the outstanding obligations under the SLR Term Loan
Facility and (b) the amount of the Company’ s accounts payable that have not been paid within 120 days from the invoice date
thereof or (i1) generate net product and product related revenue tetr-in excess of specified amounts and maintain gross profit
margins Fin excess of specified ameunts{or-percentages ¥, in each case, for applicable measuring periods. The SLR Credit
Facility Agreements also contain customary events of default. If we fail to comply with such covenants, payments or other terms
of either SLR Credit Facility Agreement, our agent or lender, as applicable, could declare an event of default, which would give
it the right to declare all borrowings outstanding, together with accrued and unpaid interest and fees, to be immediately due and
payable. In addition, our agent or lender, as applicable, would have the right to proceed against the assets we provided as
collateral pursuant to the SLR Loan Agreement or SLR Revolving Credit Agreement, as applicable. If the debt under either SLR
Credit Facility Agreement was accelerated, we may not have sufficient cash or be able to sell sufficient assets to repay this debt,
which would harm our business and financial condition. Performance issues, service interruptions or price increases by our
shipping carriers and warehousing providers could adversely affect our business and harm our reputation and ability to provide
our services on a timely basis. Expedited, reliable shipping and secure warehousing are essential to our operations. We rely
heavily on providers of transport services for reliable and secure point- to- point transport of esTablo systerrto our customers
and for tracking of these shipments, and from time to time require warehousing for our products. Should a carrier encounter
delivery performance issues such as loss, damage or destruction of any systems, it would be costly to replace such systems in a
timely manner and such occurrences may damage our reputation and lead to decreased demand for eur-Tablo systemrand
increased cost and expense to our business. In addition, any significant increase in shipping or warehousing rates could adversely
affect our operating margins and results of operations. For example, in late 2021, surges and shifts in consumer demand as the
economy reopened, further exacerbated by COVID- 19 outbreaks and protocols, strained the global freight network and placed
significant stress on air, ocean and freight ground carriers, resulting in increased freight costs associated with our transportation
of Tablo cartridges. If freight costs eentintte-to-escalate and / or remain high for a sustained period of time, our operating
margins and results of operations would be adversely impacted. Similarly, strikes, severe weather, natural disasters or other
service interruptions affecting delivery or warehousing services we use would adversely affect our ability to process orders for
eur-Tablo system-on a timely basis. We bear the risk of warranty claims on eur-Tablo systenr. We bear the risk of warranty
claims on eur-Tablo system. We may not be successful in claiming recovery under any warranty or indemnity provided to us by
our suppliers or vendors in the event of a successful warranty claim against us by a customer or any recovery from such vendor
or supplier may not be adequate. In addition, warranty claims brought by our customers related to third- party components may
arise after our ability to bring corresponding warranty claims against such suppliers expires, which could result in costs to us.
Cost- containment efforts of our customers, purchasing groups and governmental organizations could have a material adverse
effect on our sales and profitability. In an effort to reduce costs, many hospitals in the United States are members of GPOs and
Integrated Delivery Networks (IDNs). GPOs and IDNs negotiate pricing arrangements with medical device companies and
distributors and then offer these negotiated prices to affiliated hospitals and other members. GPOs and IDNs typically award
contracts on a category- by- category basis through a competitive bidding process. Bids are generally solicited from multiple
providers with the intention of driving down pricing or reducing the number of vendors. Due to the highly competitive nature of
the GPO and IDN contracting processes, we may not be able to obtain new, or maintain existing, contract positions with major




GPOs and IDNs. Furthermore, the increasing leverage of organized buying groups may reduce market prices for Tablo, thereby
reducing our revenue and margins. While having a contract with a GPO or IDN for a given product category can facilitate sales
to members of that GPO or IDN, such contract positions can offer no assurance that any level of sales will be achieved, as sales
are typically made pursuant to individual purchase orders. Even when a provider is the sole contracted supplier of a GPO or
IDN for a certain product category, members of the GPO or IDN are generally free to purchase from other suppliers.
Furthermore, GPO and IDN contracts typically are terminable without cause by the GPO or IDN upon 60 to 90 days’ notice.
Accordingly, the members of such groups may choose to purchase alternative products due to the price or quality offered by
other companies, which could result in a decline in our revenue. If we fail to retain our sales and marketing personnel and;-as-we
grow-, fail to increase our sales and marketing capabilities or develop broad awareness of Tablo in a cost- effective manner, we
may not be able to generate revenue growth. We have limited experience marketing and selling Tablo. We currently rely on our
direct sales force to sell Tablo in the United States, and any failure to maintain , leverage and grew-optimize our direct sales
force will negatively affect our business, financial condition and results of operations. The members of our direct sales force are
highly trained and possess substantial technical expertise, which we believe is critical in increasing adoption of Tablo. The
members of our U. S. sales force are at- will employees. The loss of these personnel to competitors, or otherwise, will negatively
affect our business, financial condition and results of operations. If we are unable to retain our direct sales force personnel or
replace them with individuals of equivalent technical expertise and qualifications, or if we are unable to successfully instill such
technical expertise in replacement personnel, it may negatively affect our business, financial condition and results of operations.
In addition, our services revenue is dependent in part on our FSEs, and any failure to maintain ane-grew-, or adequately train,
our team of FSEs could negatively impact our services revenue. In order to generate future growth, we plan to eentintie-to
expand-and-lcverage and optimize our sales and marketing infrastructure to increase the number of customers that adopt Tablo.
In addition, identifying and recruiting qualified sales and marketing personnel and training them on Tablo, on applicable federal
and state laws and regulations and on our internal policies and procedures requires significant time, expense and attention. It
often takes several months or more before a sales representative is fully trained and productive. Our sales force may subject us
to higher fixed costs than those of companies with competing techniques or products that utilize independent third parties, which
could place us at a competitive disadvantage. It will negatively affect our business, financial condition and results of operations
if our efforts to expand and train our sales force do not generate a corresponding increase in revenue, and our higher fixed costs
may slow our ability to reduce costs in the face of a sudden decline in demand for Tablo. In addition, our ability to generate
revenue growth depends on the success of our efforts to further evolve our commercial infrastructure and sales processes to
support the growth of our business in the home and acute markets. Any failure to hire, develop and retain talented sales
personnel, to achieve desired productivity levels in a reasonable period of time or timely reduce fixed costs, or to evolve and
scale our commercial infrastructure and sales processes, could negatively affect our business, financial condition and results of
operations. Our ability to increase our customer base and achieve broader market acceptance of Tablo will depend to a
significant extent on our ability to expand our marketing efforts. We plan to dedicate significant resources to our marketing
programs. It will negatively affect our business, financial condition and results of operations if our marketing efforts and
expenditures do not generate a corresponding increase in revenue. In addition, we believe that developing and maintaining broad
awareness of Tablo in a cost- effective manner is critical to achieving broad acceptance of Tablo. Promotion activities may not
generate patient or physician awareness or increase revenue, and even if they do, any increase in revenue may not offset the
costs and expenses we incur in building our brand. If we fail to successfully promote, maintain and protect our brand, we may
fail to attract or retain the physician acceptance necessary to realize a sufficient return on our brand building efforts, or to
achieve the level of brand awareness that is critical for broad adoption of Tablo. Litigation and other legal proceedings may
adversely affect our business. From time to time we may become involved in legal proceedings relating to patent and other
intellectual property matters, product liability claims, employee claims, tort or contract claims, federal regulatory investigations,
securities class action and other legal proceedings or investigations, which could have an adverse impact on our reputation,
business and financial condition and divert the attention of our management from the operation of our business. For example, on
July 8, 2022, a purported stockholder class action lawsuit was filed against the Company, our Chief Executive Officer, Chief
Financial Officer and former Chief Financial Officer, in the U. S. District Court for the Northern District of California alleging
that the defendants violated federal securities laws by making false or misleading statements regarding the Company’ s
regulatory studies of the-Tablo Hemedialysis-System-for at home use and the Company”’ s prospects related to the sale of the
system for at home use. On September 7, 2022 the plalntlff ﬁled a n0t1ce of Voluntary d1sm1ssal of this action Wlthout prejud1ce
and th1s actlon is now concluded - § ¢ <

: al-statements-ine A-thisAnnus P L1t1gat10n is 1nherently unpredlctable and can
result in excessive or unant1c1pated verdicts and / or injunctive relief that affect how we operate our business. We could incur
judgments or enter into settlements of claims for monetary damages or for agreements to change the way we operate our
business, or both. There may be an increase in the scope of these matters or there may be additional lawsuits, claims,
proceedings or investigations in the future, which could have a material adverse effect on our business, financial condition and
results of operations. Adverse publicity about regulatory or legal action against us could damage our reputation and brand
image, undermine our customers’ confidence and reduce long- term demand for Tablo, even if the regulatory or legal action is
unfounded or not material to our operations. We may seek strategic alliances, joint ventures or collaborations, or enter into
licensing or partnership arrangements in the future and may not be successful in doing so, and even if we are, we may not
realize the benefits or costs of such relationships. We may form or seek strategic alliances, make minority investments, create
joint ventures or collaborations or enter into licensing or partnership arrangements with third parties that we believe will
compliment or augment our sales and marketing and / or product development efforts with respect to Tablo. We may not be
successful in our efforts to establish such collaborations for Tablo. Any of these relationships may require us to incur non-



recurring and other charges, increase our near and long- term expenditures, issue securities that dilute our existing stockholders
or disrupt our management and business. In addition, we face significant competition in seeking appropriate strategic partners
and the negotiation process is time- consuming and complex. Moreover, we may not be successful in our efforts to establish a
strategic alliance or other alternative arrangements for Tablo. We cannot be certain that, following a strategic alliance or similar
arrangement, we will achieve the revenue, cash flows or specific net income that justifies such transaction. In addition, any
potential future collaborations may be terminable by our collaborators, and we may not be able to adequately protect our rights
under these agreements. Any termination of collaborations we enter into in the future, or delays in entering into new strategic
partnership agreements could delay our sales and marketing efforts, which would harm our business prospects, financial
condition and results of operations. To the extent we enter into foreign markets, we would be subject to additional regulatory
burdens and other risks and uncertainties. To the extent we enter into foreign markets in the future, we would face additional
risks and uncertainties. We are not permitted to market or promote Tablo before we receive regulatory approval from the
applicable regulatory authority in that foreign market, and we may never receive such regulatory approval for Tablo. To obtain
separate regulatory approvals in other countries we may be required to comply with numerous and varying regulatory
requirements of such countries regarding the safety and efficacy of Tablo and governing, among other things, clinical trials and
commercial sales, pricing and distribution of our product, and we cannot predict success in these jurisdictions. Such activities
may result in incremental expenses and diversion of management’ s time and attention, and we may not ultimately obtain the
requisite approvals in a timely manner or at all. If we obtain approval of Tablo and sell Tablo in foreign markets, we would be
subject to additional risks and uncertainties in those markets, including: * foreign currency exchange rate fluctuations and
currency controls; ¢ increased costs associated with maintaining compliance, sales and marketing, and service for customers
outside the United States, especially as we establish ourselves in these markets; * economic weakness, including inflation, or
political instability in particular economies and markets; ¢ potentially adverse and / or unexpected tax consequences, including
penalties due to the failure of tax planning or due to the challenge by tax authorities on the basis of transfer pricing and liabilities
imposed from inconsistent enforcement; ¢ the burden of complying with complex and changing regulatory, tax, accounting and
legal requirements, many of which vary between countries; ¢ different medical practices and customs in multiple countries
affecting acceptance of medical products in the marketplace; * differing payor reimbursement regimes, governmental payors or
patient self- pay systems and price controls;  tariffs, trade barriers, import or export licensing requirements or other restrictive
actions; * compliance with tax, employment, immigration and labor laws for employees living or traveling abroad; * reduced or
loss of protection of intellectual property rights in some foreign countries; and ¢ becoming subject to the different, complex and
changing laws, regulations and court systems of multiple jurisdictions and compliance with a wide variety of foreign laws,
treaties and regulations. Our ability to utilize our net operating loss carryforwards and research and development credit may be
limited. As of December 31, 2022-2023 , we had U. S. federal and state net operating loss (NOL) carryforwards of $ $26-643 . &
4 million and $ 298-380 . +2 million, respectively. If not utilized, our U. S. federal NOLs generated in taxable years beginning
before 2018 will begin to expire in 2024 and our state NOLs wwitkbeginr-began to expire in 2623-2024 . Deductibility of U. S.
federal NOLs generated in taxable years beginning after 2017 and used in taxable years beginning after 2020 do not expire but
are limited to 80 % of our taxable income before the deduction of such NOLs. As of December 31, 2022-2023 , we also had U.
S. federal and state research and development credits of $ 78 . 8 million and $ 6-7 . 4-5 million, respectively. Our U. S. federal
research and development credits will begin to expire in 2030. State research and development credits do not expire. Under
Sections 382 and 383 of the Internal Revenue Code of 1986, as amended (the Code) a corporation that undergoes an ownership
change, generally defined as a greater than 50 % change by value in its equity ownership over a three- year period, is subject to
limitations on its ability to utilize its pre- change net operating losses and its research and development credit carryforwards to
offset future taxable income. Our existing NOLs and research and development credit carryforwards may be subject to
limitations arising from previous ownership changes, and if we undergo an ownership change, our ability to utilize NOLs and
research and development credit carryforwards could be further limited by Sections 382 and 383 of the Code. Similar rules may
apply under state tax laws. In addition, our ability to deduct net interest expense may be limited if we have insufficient taxable
income for the year during which the interest is incurred, and any future carryovers of such disallowed interest would be subject
to the limitation rules similar to those applicable to NOLs and other attributes. Future changes in our stock ownership, some of
which might be beyond our control, could result in an ownership change under Section 382 of the Code. For these reasons, in
the event we experience a change of control, we may not be able to utilize a material portion of the existing NOLSs, research and
development credit carryforwards or future disallowed interest expense carryovers, even if we attain profitability. Any limitation
on usmg NOLs could adversely impact operating results and result in our retaining less cash after payment of U. S. federal and
state income taxes. Risks Related to Governmental Regulation While-we-restmed-marketing-and-shipping-We are subject to
risks related to thc warning letter we recently received from the FDA and the pause we recently implemented on the
distribution of TabloCart with Prefiltration. In July 2023, we received a warning letter (the “ Warning Letter ) from
the FDA that raised two observations. The first observation asserts that certain content reviewed by the FDA and found
on our website promotes CRRT, a modality outside of the current 1nd1cat10ns for Tablo The second observatlon asserts
that TabloCart with Prefiltration requires prior Syste elated-510 (k)
submisston-clearance for marketing authorization. TabloCart w1th Preﬁltratlon is an accessory to Tablo launched in the
third quarter of 2022. We believe the concern raised by the first observation regarding CRRT promotion has been
effectively addressed through a thorough review of existing promotional materials and practices. We believe the concern
raised by the second observation regarding TabloCart with Prefiltration has been effectively addressed with two actions.
First . although we evaluated TabloCart with Prefiltration prior to marketing and distributing the product and
concluded that no marketing authorization was necessary, we paused distribution of TabloCart with Prefiltration
pending the FDA’ s review and clearance of a 510 (k) application. Second, we submitted to the FDA a 510 (k) application




for TabloCart with Prefiltration in September 2023, and have been engaged in constructive interactive review with the
FDA reviewing team. In addition, we have provided monthly updates to the FDA as to the status of these Warning
Letter- related workstreams since July 2023, and believe we have taken appropriate measures to resolve the matters
raised in the Warning Letter. While we remain committed to fully cooperating with the FDA to expeditiously and
completely resolve the Warning Letter, we cannot guarantee that the FDA will be satisfied with our response or the
remedial measures we have taken, nor can we give any assurances as to the timing of the resolution of such matters,
including the clearance of the 510 (k) application and our resumption of distribution of TabloCart with Prefiltration.
Failure to promptly and fully address the matters raised in the Warning Letter to the FDA’ s satisfaction or to comply
with FDA regulations in general could result in further regulatory and enforcement actions being initiated by the FDA.
These actions may include, among other things, additional inspections, requirements to implement additional remedial
measures, recommending or requiring that we cease manufacturing or producing TabloCart with Prefiltration or that
we withdraw or recall the product from the marketplace, until clearance is obtained (which may not happen in a timely
manner or at all), as well as product seizures, injunctions, civil monetary penalties, fines, or criminal prosecution. In
addition, although we have paused distribution of TabloCart with Prefiltration pending the FDA’ s review and clearance
of the submitted 510 (k) application, the FDA could specifically mandate that we do so, which would result in the
resumption of such distribution being outside of our sole control. Any such actions could materially and adversely
disrupt and harm our business and-, reputation, financial condition, results of operations and future growth. In addition,
while we have submitted a 510 (k) application for TabloCart with Prefiltration, we cannot predict with certainty when
the FDA will complete its review of our application, whether the FDA will ultimately grant clearance of our application,
or when we will resume distribution of the product. Based on the results of the FDA’ s review, we may be required to
take additional actions, which may include making changes to the product, temporarily withdrawing or recalling
TabloCart with Prefiltration until clearance is obtained (which may not happen in a timely manner or at all), and / or we
may be subject to other enforcement actions or proceedings and litigation, any of which could materially and adversely
disrupt and harm our business and future growth. Moreover, even if we are able to expeditiously and definitively resolve
the Warning Letter, we will continue to incur incremental expenses relating to doing so, and we have experienced and
expect to continue to experience related disruptions to our business, including reputational harm, customer uncertainty
regarding the matters addressed in the Warning Letter and diversion of management’ s time and attention.
Furthermore, our business and operations have experienced and may continue to experience disruptions as a result of our
pause on the distribution of TabloCart with Prefiltration, including reputational harm and adverse impacts on our
bookings and revenues, and may experience further disruptions which could include adverse impacts on our backlog,
our ability to expand customer relatlonshlps or attract new customers, as well as reduced demand for TabloCart and /
or, potentlally, Tablo Any of t-he—these pﬂﬁ‘P b

materially and ad\ u\‘clv -rnapaet—affect our lL\Llll\ of opuduon\ financial umdlllon and U10\&111 pmspuls as-.For
example,beginning in the third quarter of 2023, we observed more customers than we anticipated choosing to defer their
Tablo console purchasing and installation until TabloCart with Prefiltration becomes available again,and we also
experienced marketplace confusion in relation to the Warning Letter (exacerbated,we believe,in some cases by our
competitors),particularly regarding Tablo’ s use in the ICU.These factors,combined with other macroeconomic
factors,served to elongate our sales cycle and the timing of delivery and installations which,in turn,had an adverse
impact on our bookings and revenues for the second half of 2023.We anticipate that the negative impacts from the
Warning Letter and our distribution pause will continue reeeveringfronrinto 2024.Moreover, the-these risks interraption
to-and tess-adverse impacts will be exacerbated if the FDA’ s review of memeﬁf&m—rn—our pendlng 510 (k) appllcatlon for
TabloCart with Prefiltration and the current distribution pause (ot or
disruptions-to-otr-actte-business;and-any negative-effeetsto-mandated distribution pause by the FDA) continues for an
extended period of time, our— or if reputatton-as-aresult-ofthe hold-FDA ultimately does not grant clearance of our 510 (k)
application .As we continue to modify Tablo from time to time,such modifications may require new clearances or approvals
from the FDA,w hidl we may not be able to obtain on a timely basis or at all. Although we currently market our products
exclusively under 510 (k) clearances,modifications to Tablo and associated consumables may require new regulatory approvals
or clearances,including additional 510 (k) clearances,de novo classification,or approval of PMAs or PMA supplements.As we
continue to modiIV Tablo from time to time,we may determine that such modifications could significantly affect safety and
effectiveness of the device or represent a major change in its intended use and thereby require new 510 (l\
clearances.Further,even in instances where we determine modifications to Tablo do not require a new 510 (k) clearance or a
PMA the FDA may review our decision and disagree,or otherwise determine on its own initiative that a new clearance or
approval is required.In this case,we may ultimately be required to make additional changes to the-Tablo System-,we may need to
submll a new \l( (l\) application or a P\1A and obtain clearance or applo\ al, we may bL ILqullL(l to umpomulw \uspend

shipment hetd-of, withdraw or recall Tablo untll such clearance or approval is obtalned (whlch may not happen in a
timely manner or at all), and / or we may be subject to other enforcement actions or proceedings and litigation, all of
which would materially and adversely disrupt and harm our business and future growth . —\Where we determine that



modifications to Tablo do require a new 510 (k) clearance from the FDA or PMA approval,we may not be able to obtain such
clearance or approval in a timely manner,or at all.Obtaining clearances or approvals can be a time- consuming and costly
process,which may in some cases require us to conduct clinical trials,and delays in obtaining required future clearances or
approval could adversely affect our ability to make updates and enhancements to Tablo in a timely manner,which in turn would
harm our future growth. Stnee—Fabte-For example, Sinee-since Tablo’ s original clearance by the FDA for home use in March
2020, we have made certain changes to the device over time and, where appropriate, have submitted 510 (k) applications
for certain modifications to Tablo . In May 2021, we submitted a 510 (k) application to the FDA covering the design changes
for patient use in the home. In May 2022, after further discussions with the FDA and receiving indications that the clearance of
this 510 (k) application would be delayed beyond our original expectations, we implemented a shipment hold on the distribution
and marketing of Tablo for use in the home environment pending the FDA’ s review and clearance of this 510 (k) application. In
late July 2022, the FDA cleared this 510 (k) application of Tablo for patient use in the home and we resumed marketing and
shipping Tablo for home use . The shipment hold on Tablo for...... and harm our business and future growth . Changes to the
reimbursement rates for dialysis treatments and measures to reduce healthcare costs may adversely impact our business. Our
customers depend upon reimbursement by government and other third- party insurance payors for dialysis services using our
products. With a vast majority of U. S. patients with ESRD covered by Medicare, the Medicare reimbursement rate is an
important factor in a customer’ s decision to use Tablo and limits the prices we may charge for our products. For patients with
Medicare fee- for- service coverage, virtually all payments for renal dialysis services are currently made under a single bundled
payment rate which provides a fixed payment rate to encompass virtually all goods and services provided during the dialysis
treatment. The bundled payment rate is also adjusted for certain patient characteristics, a geographic wage index, and other
factors. The ESRD PPS is subject to rebasing, which can have a positive financial effect, or a negative one if the government
fails to rebase in a manner that adequately addresses the costs borne by dialysis facilities. For example, on Oeteber-3+
November 6 , 20222023 , CMS issued a final rule updating the PPS to, among other things, increase the base rate from § 265.
257-- 57 —96-t0 $ 265271 . 5702 , an increase that CMS projects will increase the total payments to all ESRD facilities by 3-2.
1 % in CY 2623-2024 . Additionally, reimbursement rates and coverage policies under Medicare Advantage plans may also be
subject to change. We cannot anticipate whether the government and / or Medicare Advantage plans will decrease payment rates
in the coming years or if any future rate increases will adequately cover facilities’ costs, which could adversely harm our
business. Additionally, federal regulations provide for transitional add- on payment adjustments under the Medicare ESRD PPS
for certain TPNIES. For home dialysis equipment, CMS provided a pathway for CRA to secure TPNIES. We applied for and
received CRA TPNIES in connection with the use of Tablo Hemediatysis-Systentruase-by one patient per one machine in the
home, pursuant to which Medicare paid witkpay-65 % of the Medicare Administrative Contractor- determined pre- adjusted per
treatment amount for two calendar years beglnnmg Wlth CY 2022. However tra-final-rale-issued-onNovember7-, 2022,-EMS
—Fheugh-our TPNIES approval fnay— which

temporarlly -rnefease-mcreased prov1der relmbursement %

expired on December 31 sueh—rnefeased-feﬂﬂbuﬁemeﬂt—is—tenﬁaefafy—aﬂd- 2023 t-hus—&wnet—be—su-fﬁeient—te-eause—hea%afe
providersto-adoptTablo-atrates-we-expeet-. We Aeeerdinglywe-cannot fully assess the impact of the expiration of our

TPNIES approval on our financial performance. CMS rules limit the number of hemodialysis treatments paid for by Medicare
Part B to three times a week, unless there is medical justification provided by the dialysis facility based on information from the
patient’ s physician for additional treatments. To the extent that over three treatments per week are prescribed for Tablo patients
and Medicare contractors determine they will not pay for additional treatments, adoption of the-Tablo Systercould be
impaired. As there is not a uniform national standard for what constitutes medical justification, a clinic’ s decision as to how
much it is willing to spend on home dialysis equipment and services will be at least partly dependent on the number of weekly
treatments prescribed for home dialysis, and if greater than three, the level of confidence the center has in the predictability of
receiving reimbursement from Medicare for additional treatments per week based on submitted claims for medical justification.
Although most ESRD patients are currently covered by traditional Medicare, beginning January 1, 2021, when changes from
the 21st Century Cures Act entered into effect, more dialysis patients were eligible to enroll in Medicare Advantage managed
care plans. While Medicare Advantage plans must provide at least the same level of coverage for Medicare beneficiaries as
traditional Medicare, reimbursement to dialysis facilities is most often higher than traditional Medicare with a wide range of
variability in payment rates to providers. Reimbursement rates depend on each Medicare Advantage plan’ s contracts and
network agreements with each dialysis facility . In March 2023, CMS released the Announcement of CY 2024 Medicare
Advantage Capitation Rates and Payment Policies. Among other changes, this announcement includes information about
future Medicare Advantage rate increases and updates certain policies associated with risk adjustments . Many ESRD
patients have Medicaid coverage that is supplemental to Medicare coverage, and some ESRD patients may have Medicaid as
their primary coverage. Because Medicaid is a state- administered program, Medicaid reimbursement for dialysis services varies
by state. Changes in state Medicaid or other non- Medicare government- based programs or payment rates could have an adverse
effect on our customers’ business. Additionally, some patients may have coverage through private insurance, for example
through a marketplace plan set up under the Affordable Care Act or through an employer or union group health plan. Private
insurance reimbursement is generally higher than government reimbursement, but it varies by sponsor and plan. Commercial
payment rates are negotiated between our customers and insurers or other third- party administrators, and commercial payors
may also exert downward pressure on payment rates for dialysis services. Recent litigation regarding payor coverage of ESRD
services may also affect our business. Specifically, on June 21, 2022, in the case of Marietta v. DaVita, the Supreme Court of the
United States addressed the question of whether a group health plan that provides limited benefits for outpatient dialysis — but
does so uniformly for all plan participants — violates the MSPA, a law which makes Medicare a *“ secondary ” payer to an
individual’ s existing insurance plan for certain medical services, including dialysis, when that plan already covers the same



services. Specifically, the Supreme Court held that because the Plan’ s terms apply uniformly to all covered individuals, the
Plan does not “ differentiate in the benefits it provides ” to individuals with ESRD or “ take into account ” whether an individual
is entitled to or eligible for Medicare, and thus does not violate the MSPA. We cannot anticipate what the impact of the Court’ s
decision will be on our business, including whether adverse ESRD coverage actions may be taken by health plans or whether
regulatory guidance or new legislation may be issued limiting ESRD coverage. Any reduction in reimbursement rates for
dialysis treatments may adversely affect our customers’ businesses and cause them to enact cost reduction measures that may
result in reducing the scope of their home hemodialysis programs, which could result in reduced demand for our product or
additional pricing pressures. Healthcare reform measures could hinder or prevent the commercial success of Tablo. In the
United States, there have been, and we expect there will continue to be, a number of legislative and regulatory changes to the
healthcare system that may harm our future revenues and profitability and the demand for Tablo. As discussed in the section
titled *“ Business — Government Regulation — United States Health Reform ” above, federal and state lawmakers regularly
propose and, at times, enact legislation and propose and finalize regulations that would result in significant changes to the
healthcare system, some of which are intended to contain or reduce the costs of medical products and services, improve quality
and / or expand access. Current and future legislative or regulatory proposals to further reform healthcare or reduce healthcare
costs may limit coverage of and / or lower reimbursement for the procedures associated with the use of Tablo. The cost
containment measures that payors and providers are instituting and the effect of any healthcare reform initiative implemented in
the future could impact our revenue from the sale of Tablo. By way of example, in the United States, the Affordable Care Act
substantially changed the way healthcare is financed by both governmental and private insurers, and continues to significantly
impact our industry. The Affordable Care Act contains a number of provisions, including those governing enrollment in federal
healthcare programs, reimbursement changes and fraud and abuse measures, all of which impact existing government healthcare
programs and have resulted in the development of new programs. As discussed in the section titled “ Business — Government
Regulation — United States Health Reform ” above, there have been, and continue to be, judicial and Congressional challenges to
several elements of the Affordable Care Act, as well as efforts by both the executive and legislative branches of the federal
government to modify certain aspects of the Affordable Care Act. It is unclear how these and other efforts to challenge or
modify, or alter the implementation or interpretation of the Affordable Care Act will affect our business, financial condition and
results of operations. In addition, as discussed in the section titled * Business — Government Regulation — United States Health
Reform * above, other legislative and executive actions have encouraged the development of new payment and care models for
ESRD patients. Changes to the models of patient care, including an increased focus on treatments earlier in disease progression,
may adversely affect our customers’ businesses and potentially decrease the demand for our product or result in additional
pricing pressures. Further, with home dialysis as a growing trend in the industry and the implementation of the ETC Model
finatrute-, a failure to implement our expansion into home dialysis could have a material adverse impact on our business. The
continuing efforts of the government, insurance companies, managed care organizations and other payors of healthcare services
to contain or reduce costs of healthcare may harm our ability to set a price that we believe is fair for Tablo, our ability to
generate revenue and achieve or maintain profitability, and the availability of capital. We believe that there will continue to be
proposals and other actions by legislators and other policymakers at both the federal and state levels, and by regulators and
third- party payors to reduce costs and / or expand individual healthcare coverage. We cannot predict what other healthcare
policies will ultimately be proposed or implemented at the federal or state level or the effect of any future legislation or
regulation in the United States on our business, financial condition and results of operations. Future changes in healthcare policy
could increase our costs and subject us to additional legislative and regulatory requirements that may interrupt
commercialization of our current and future solutions, decrease our revenue and impact sales of and pricing for our current and
future products. We must comply with anti- kickback, fraud and abuse, false claims, transparency, and other healthcare laws and
regulations. Our current and future operations are subject to various federal and state healthcare laws and regulations. These
laws affect our sales, marketing and other promotional activities by limiting the kinds of financial arrangements, including sales
programs, we may have with dialysis providers, hospitals, physicians or other potential purchasers or users, including patients,
of medical devices and services. They also impose additional administrative and compliance burdens on us. In particular, these
laws influence, among other things, how we structure our sales and rental offerings, including discount practices, customer
support, education and training programs and physician consulting and other service arrangements. These laws include, but are
not limited to, the healthcare fraud and abuse laws described in the section titled “ Business — Government Regulation —
Healthcare Fraud and Abuse Laws ” above, and the Federal Food, Drug, and Cosmetic Act, which governs, among other things,
the misbranding and adulteration of medical devices. If our operations are found to be in violation of any of these laws or any
other governmental regulations that may apply to us, we may be subject to significant civil, criminal and administrative
penalties, damages, fines, imprisonment, exclusion from government funded healthcare programs, such as Medicare and
Medicaid, compliance oversight and reporting requirements and the curtailment or restructuring of our operations. Moreover,
any investigation into our practices could cause adverse publicity and require a costly and time- consuming response. Tablo and
our operations are subject to extensive government regulation and oversight in the United States. If we fail to obtain or maintain
necessary regulatory approvals for Tablo and related products, or if approvals or clearances for future products are delayed or
not issued, it will negatively affect our business, financial condition and results of operations. Tablo is a medical device subject
to extensive regulation in the United States and elsewhere, including by the FDA and its foreign counterparts. Government
regulations specific to medical devices are wide ranging and govern, among other things: ¢ product design, development,
manufacture, and release; * laboratory and clinical testing, labeling, packaging, storage and distribution; * product safety and
efficacy; « premarketing clearance or approval; * service operations; * record keeping; ¢ product marketing, promotion and
advertising, sales and distribution; * post- marketing surveillance, including reporting of deaths or serious injuries and recalls
and correction and removals; ¢ post- market approval studies; and ¢ product import and export. We have obtained 510 (k)



clearances to market Tablo for use in patients with acute and / or chronic renal failure, with or without ultrafiltration, in the
settings of an acute or chronic care facility and the home. Hewever,Fable-is-noteleared-by-the FBDAfor-€RRT-The FDA or
other regulators could delay, limit, or deny clearance or approval of a device for many reasons, including: ¢ our inability to
demonstrate to the satisfaction of the FDA or the applicable regulatory entity or notified body that the-Tablo Systert, or any
other future device, and any accessories are substantially equivalent to a legally marketed predicate device or safe or effective
for their proposed intended use; ¢ the disagreement of the FDA with the design or implementation of any clinical trials or the
interpretation of data from preclinical studies or clinical trials; * serious and unexpected adverse device effects experienced by
participants in our clinical trials; * the insufficiency of the data from preclinical studies or clinical trials to support clearance or
approval, where required; ¢ our inability to demonstrate that the clinical and other benefits of the device outweigh the risks; ¢
the failure of our manufacturing process or facilities to meet applicable requirements; and ¢ the potential for approval policies or
regulations of the FDA or applicable foreign regulatory bodies to change significantly in a manner rendering our clinical data or
regulatory filings insufficient for clearance or approval. The regulations to which we are subject are complex and have tended to
become more stringent over time. Regulatory changes could result in restrictions on our ability to carry on or expand our
operations, higher than anticipated costs or lower than anticipated sales. The FDA enforces these regulatory requirements
through, among other means, periodic unannounced inspections. We do not know whether we will be found compliant in
connection with any future regulatory inspections. Moreover, the FDA and state authorities have broad enforcement powers. Our
failure to comply with applicable regulatory requirements could result in enforcement action by any such agency, which may
include any of the following sanctions: * adverse publicity, warning letters (such as the Warning Letter we received in July
2023) , untitled letters, it has come to our attention letters, fines, injunctions, consent decrees and civil penalties; ¢ repair,
replacement, refunds, recall or seizure of Tablo; ¢ operating restrictions, partial suspension or total shutdown of production;
denial of our requests for regulatory clearance or PMA approval of new products or services, new intended uses or modifications
to existing products or services; ¢ withdrawal of regulatory clearance or PMA approvals that have already been granted; or ¢
criminal prosecution. If any of these events were to occur, it would negatively affect our business, financial condition and results
of operations. Our future success depends on our ability to develop, receive regulatory clearance or approval for, and introduce
new products that will be accepted by the market in a timely manner. There is no guarantee that the FDA will grant 510 (k)
clearance or PMA approval of our future products on a timely basis, if at all, and failure to obtain necessary clearances or
approvals for our future products would adversely affect our ability to grow our business. It is important to our business that we
build a pipeline of product offerings that address limitations of current dialysis products. As such, our success will depend in
part on our ability to develop and introduce new products. However, we may not be able to successfully develop and obtain
regulatory clearance or approval for product enhancements, or new products for any number of reasons, including due to the
cost associated with certain regulatory approval requirements, or these products may not be accepted by physicians or users. The
success of any new product offering or enhancement to an existing product will depend on a number of factors, including our
ability to, among others: * identify and anticipate physician and patient needs properly; ¢ develop and introduce new products or
product enhancements in a timely manner; * avoid infringing upon the intellectual property rights of third parties; * demonstrate,
if required, the safety and efficacy of new products with data from clinical studies; * obtain the necessary regulatory clearances
or approvals for new products or product enhancements;  comply fully with the FDA and applicable foreign regulations on
marketing of new products or modified products; and ¢ provide adequate training to potential users of Tablo. If we do not
develop new products or product enhancements in time to meet market demand or if there is insufficient demand for these
products or enhancements, or if our competitors introduce enhanced or new products with functionalities that are superior to
ours, our results of operations will suffer. Some of our future products will require FDA clearance of a 510 (k). Other products
may require the approval of a PMA. In addition, some of our future products may require clinical trials to support regulatory
approval and we may not successfully complete these clinical trials. The FDA may not approve or clear these products for the
indications that are necessary or desirable for successful commercialization. Indeed, the FDA may refuse our requests for 510
(k) clearance or PMA approval of new products. Failure to receive clearance or approval for our new products would have an
adverse effect on our ability to expand our business. If we or our suppliers fail to comply with ongoing FDA or other foreign
regulatory authority requirements, or if we experience unanticipated problems with our products, these products could be subject
to restrictions or withdrawal from the market. Even though we have obtained 510 (k) clearance for Tablo, it and any other
product for which we obtain clearance or approval, and the manufacturing processes, post- market surveillance, post- approval
clinical data and promotional activities for such product, will be subject to continued regulatory review, oversight, requirements,
and periodic inspections by the FDA and other domestic and foreign regulatory bodies. In particular, we and our suppliers are
required to comply with FDA” s QSR and other regulations enforced outside the United States which cover the manufacture of
our products and the methods and documentation of the design, testing, production, control, quality assurance, labeling,
packaging, storage and shipping of medical devices. The QSR requires that each manufacturer establish a quality systems
program by which the manufacturer monitors the manufacturing process and maintains records that show compliance with FDA
regulations and the manufacturer’ s written specifications and procedures relating to the devices. QSR compliance is necessary
to receive and maintain FDA clearance or approval to market new and existing products. Regulatory bodies, such as the FDA,
enforce the QSR and other regulations through periodic audits and inspections. The failure by us or one of our suppliers to
comply with applicable statutes and regulations administered by the FDA and other regulatory bodies, or the failure to timely
and adequately respond to any adverse inspectional observations or product safety issues, could result in, among other things,
any of the following enforcement actions: « FDA untitled letters, FDA Form 483s, FDA warning letters, it has come to our
attention letters, fines, injunctions, consent decrees and civil penalties; ¢ unanticipated expenditures to address or defend such
actions * customer notifications for repair, replacement, refunds; « recall, detention or seizure of our products;  operating
restrictions or partial suspension or total shutdown of production;  refusing or delaying our requests for 510 (k) clearance or



PMA approval of new products or modified products; * withdrawal of 510 (k) clearances or PMA approvals that have already
been granted; ¢ refusal to grant export approval for our products; or For example, trthe-first-quarterof2023-the FDA
conducted their first quality system inspection of our San Jose, California facility which concluded in February 2023 . At
completion, the FDA issued a Form FDA- 483 identifying four inspectional observations. We intend-te-provide-provided our &
eomptete-response plan to the FDA in March 2023 and have since completed the associated remediation workstreams to
fully implementa-eorreetive-aetionplante-address these observations . We continue to provide the FDA within—- with
monthly updates as to the status of the-these requisite-timeframe-483- related workstreams . Although we believe we are in
material compliance with the QSR and have wil-be-able-to-address-addressed the observations identified in the Form- 483 in-a
#mely-manner-, there is no guarantee that subsequent inspections of our facility by the FDA or other regulatory authorities will
not result in similar observations with respect to our quality system, which could adversely affect our business. The FDA can
also publish Safety Communications or Letters to Health Care Providers when the agency becomes aware of new issues
involving a specific product or, or more broadly, a product family. These communications are posted on the FDA” s website and
describe the FDA’ s analysis of a current issue and provide specific regulatory approaches and clinical recommendations for
patient management. If any of these actions were to occur it would harm our reputation and cause our product sales and
profitability to suffer and may prevent us from generating revenue. Furthermore, our key component suppliers may not currently
be or may not continue to be in compliance with all applicable regulatory requirements which could result in our failure to
produce our products on a timely basis and in the required quantities, if at all. In addition, we are required to conduct costly
post- market testing and surveillance to monitor the safety or effectiveness of our products, and we must comply with medical
device reportlng requlrements 1nclud1ng the reportlng of adverse events and lnalfunctlonq related to our products —Ferexamptle;

previously unknown problems Wlth our products including unantlclpated adverse events or adverﬂe events of unantlclpated
severity or frequency, manufacturing problems, or failure to comply with regulatory requirements such as QSR, may result in
changes to labeling, restrictions on such products or manufacturing processes, withdrawal of the products from the market,
voluntary or mandatory recalls, a requirement to repair, replace or refund the cost of any medical device we manufacture or
distribute, fines, suspension of regulatory approvals, product seizures, injunctions or the imposition of civil or criminal penalties
which would adversely affect our business, operating results and prospects. For example, in May 2022, the FDA published a
Letter to Healthcare Providers entitled" Potential Risk of Exposure to Toxic Compounds When Using Certain Hemodialysis
Machines Manufactured by Fresenius Medical Care — Letter to Health Care Providers." In that communication, the agency stated
that it is evaluating the potential risk of exposure to NDL PCBA and NDL PCBs with certain hemodialysis machines marketed
in the United States. The FDA stated that the source of the NDL PCBAs and NDL PCBs is from the silicone tubing used as a
part of the hydraulics in those machines and the dialysate lines. Although the-Tablo Hemedtalysts-Systemwas not the %ubj ect of
the FDA” s Letter to Healthcare Providers, the FDA reached out to Outset regarding the tubing used in the-Tablo. In a series of
discussions with the FDA, the agency requested that we conduct a targeted analysis and a screening analysis on the tubing

currently uqed in {-he—Tablo Hemedta-lryﬁs—Sys{eﬁa— :Phe—After allgmng w1th the FDA ﬁfequesfmg—dafa—o t-hfee—speerﬁe

aﬁd-afe—m—t-he—pfeeess-e-f—ﬁna-l-rﬂng—testlng and @creenmg protocol% fe&sub&nssren—te—t-he—F—BA— we are concludlng our and—p}a-n
fe—peffeﬂﬂ—t-he—analym -m—t-he—ﬁfst—hal-f—of %(-)2—3—Based-eﬁ—the results-ofthis-testing-data. In parallel , we filed Outset-may-be

a 510 (k) application , and received subsequent 510 (k) clearance
from the FDA for meeh—ﬁed— PCB- free slhcone tubing in December 2023. During the first quarter of 2024 , if neeessary-we
intend to proactively initiate a workstream to replace the remaining few silicone segments in new and existing Tablo
consoles with the new ., erevenPCB- free, silicone tubing. While we intend to continue to partner with the FDA on next
steps and take appropriate action with respect to this matter, there is no assurance that the FDA will not publish a safety
notice specific to Tablo, classify this action as a recall, require us to conduct a recall of previously marketed products , or
subject us to other enforcement actions, any of which could damage our reputation and harm our business . Our products
may cause or contribute to adverse medical events or be subject to failures or malfunctions that we are required to report to the
FDA, and if we fail to do so, we would be subject to sanctions that could harm our reputation, business, financial condition and
results of operations. The discovery of serious safety issues with our products, or a recall of our products either voluntarily or at
the direction of the FDA or another governmental authority, could have a negative impact on us. We are subject to the FDA’ s
medical device reporting regulations and similar foreign regulations, which require us to report to the FDA when we receive or
become aware of information that reasonably suggests that one or more of our products may have caused or contributed to a
death or serious injury or malfunctioned in a way that, if the malfunction were to recur, could cause or contribute to a death or
serious injury. The timing of our obligation to report is triggered by the date we become aware of the adverse event as well as
the nature of the event. We may fail to report adverse events of which we become aware within the prescribed timeframe. We
may also fail to recognize that we have become aware of a reportable adverse event, especially if it is not reported to us as an
adverse event or if it is an adverse event that is unexpected or removed in time from the use of the product. Manufacturers are
also expected to maintain certain policies, procedures, and records regarding complaints and medical device reporting. If we fail
to comply with our reporting and recordkeeping obligations, the FDA could take action, including warning letters, untitled
letters, it has come to our attention letters, administrative actions, criminal prosecution, imposition of civil monetary penalties,
revocation of our device clearance or approval, seizure of our products or delay in clearance or approval of future products. The




FDA and foreign regulatory bodies 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.
The FDA’ s authority to require a recall must be based on a finding that there is reasonable probability that the device could
cause serious injury or death. We may also choose to voluntarily recall a product if any material deficiency is found. For
example, in January 2022 we proactively initiated a recall to replace a component in Tablo consoles at customer sites due to the
possibility of heat- related damage to the device as a result of the component. A government- mandated or voluntary recall by us
could occur as a result of an unacceptable risk to health, component failures, malfunctions, manufacturing defects, labeling or
design deficiencies, packaging defects or other deficiencies or failures to comply with applicable regulations. Product defects or
other errors may occur in the future. 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 clearances or approvals for the device before we may
market or distribute the corrected device. Seeking such clearances or approvals 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 warning letters, product seizure, injunctions, administrative penalties
or civil or criminal fines. Our products, such as Tablo, may in the future be subject to product recalls that could harm our
reputation, business and financial results. Medical devices can experience performance problems in the field that require review
and possible corrective action. The occurrence of component failures, manufacturing errors, software errors, design defects or
labeling inadequacies affecting a medical device could lead to a government- mandated or voluntary recall by the device
manufacturer, in particular when such deficiencies may endanger health. The FDA requires that certain classifications of recalls
be reported to the FDA within 10 working days after the recall is initiated. Companies are required to maintain certain records of
recalls, even if they are not reportable to the FDA. Companies are required to maintain certain records of recalls and corrections,
even if they are not reportable to the FDA. We may initiate voluntary withdrawals or corrections for our products in the future
that we determine do not require notification of the FDA. If the FDA disagrees with our determinations, it could require us to
report those actions as recalls and we may be subject to enforcement action. A future recall announcement could harm our
reputation with customers, potentially lead to product liability claims against us and negatively affect our sales. Any corrective
action, whether voluntary or involuntary, as well as defending ourselves in a lawsuit, will require the dedication of our time and
capital, will distract management from operating our business and may harm our reputation and financial results. We may be
subject to regulatory or enforcement actions if we engage in improper marketing or promotion of Tablo. Our educational and
promotional activities and training methods must comply with FDA and other applicable laws, including the prohibition of the
promotion of a medical device for a use that has not been cleared or approved by the FDA. Use of a device outside of its cleared
or approved indications is known as *“ off- label ” use. Physicians may use Tablo off- label in their professional medical
judgment, as the FDA does not restrict or regulate a physician’ s choice of treatment within the practice of medicine. However,
if the FDA determines that our educational and promotional activities or training constitutes promotion of an off- label use, it
could request that we modify our training or promotional materials or subject us to regulatory or enforcement actions, including
the issuance of warning letters, untitled letters, fines, penalties, injunctions, or seizures, any of which could have an adverse
impact on our reputation and financial results. For example, one of the observations raised in the Warning Letter we
received in July 2023 asserted that certain content reviewed by the FDA and found on our website promotes CRRT, a
modality outside of the current indications for Tablo. We believe this concern has been effectively addressed through a
thorough review of existing promotional materials and practices, however, there is no guarantee that the FDA will not
issue similar warning letters to us or subject us to other regulatory or enforcement actions for marketing or promotion of
Tablo that the agency deems improper in the future. [t is also possible that other federal, state or foreign enforcement
authorities might take action if they consider our educational and promotional activities or training methods to constitute
promotion of an off- label use, which could result in significant fines or penalties under other statutory authorities, such as laws
prohibiting false claims for reimbursement. In that event, our reputation could be damaged, and adoption of the products could
be impaired. Although our policy is to refrain from statements that could be considered off- label promotion of Tablo, the FDA
or another regulatory agency could disagree and conclude that we have engaged in off- label promotion. It is also possible that
other federal, state or foreign enforcement authorities might take action, including, but not limited to, through a whistleblower
action under the FCA, if they consider our business activities to constitute promotion of an off- label use, which could result in
significant penalties, including, but not limited to, criminal, civil or administrative penalties, treble damages, fines,
disgorgement, exclusion from participation in government healthcare programs, reporting requirements and compliance
oversight if we become subject to a corporate integrity agreement or similar agreement to resolve allegations of non- compliance
with these laws, and the curtailment or restructuring of our operations. In addition, the off- label use of Tablo may increase the
risk of product liability claims. Product liability claims are expensive to defend and could divert our management’ s attention,
result in substantial damage awards against us, and harm our reputation. Legislative or regulatory reforms may make it more
difficult and costly for us to obtain regulatory clearance or approval of any future products or product enhancements and to
manufacture, market and distribute our products after clearance or approval is obtained. From time to time, legislation is drafted
and introduced in Congress that could significantly change the statutory provisions governing the regulatory approval,
manufacture and marketing of regulated products or the reimbursement thereof. In addition, the FDA may change its clearance
and approval policies, adopt additional regulations or revise existing regulations, or take other actions, which may prevent or
delay approval or clearance of our future products under development or impact our ability to modify our currently cleared
products on a timely basis. Any new regulations or revisions or reinterpretations of existing regulations may impose additional
costs or lengthen review times of planned or future products or product enhancements . [t is impossible to predict whether
legislative changes will be enacted or FDA regulations, guidance or interpretations changed, and what the impact of such
changes, if any, may be. FDA regulations and guidance are often revised or reinterpreted by the FDA in ways that may



significantly affect our business and our products. Any new statutes, regulations or revisions or reinterpretations of existing
regulations may impose additional costs or lengthen review times of any future products or make it more difficult to obtain
clearance or approval for, manufacture, market or distribute our products. We cannot determine what effect changes in
regulations, statutes, legal interpretation or policies, when and if promulgated, enacted or adopted may have on our business in
the future. Such changes could, among other things, require: additional testing prior to obtaining clearance or approval; changes
to manufacturing methods; recall, replacement or discontinuance of our products; or additional record keeping. The FDA”’ s and
other regulatory authorities’ policies may change and additional government regulations may be promulgated that could
prevent, limit or delay regulatory clearance or approval of our product candidates or enhancements . We cannot predict the
likelihood, nature or extent of government regulation that may arise from future legislation or administrative action, either in the
United States or abroad. Any change in the laws or regulations that govern the clearance and approval processes relating to our
current, planned and future products or product enhancements could make it more difficult and costly to obtain clearance or
approval for new products or to produce, market and distribute existing products. Significant delays in receiving clearance or
approval or the failure to receive clearance or approval for any new products or enhancements would have an adverse effect on
our ability to expand our business. If we are slow or unable to adapt to changes in existing requirements or the adoption of new
requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any marketing clearance that we
may have obtained and we may not achieve or sustain profitability . For example, medical device cybersecurity continues to
be an area of focus for and evolving guidance from the FDA. Specifically, the FDA recently finalized new cybersecurity
guidance for medical device manufacturers, which we anticipate may necessitate additional time and cost for product
development, submission and approval or clearance . Clinical trials may be necessary to support future product submissions
to the FDA. The clinical trial process is lengthy and expensive with uncertain outcomes, and often requires the enrollment of
large numbers of patients, and suitable patients may be difficult to identify and recruit. Delays or failures in our clinical trials
will prevent us from commercializing any modified or new products and will adversely affect our business, operating results and
prospects. Initiating and completing clinical trials necessary to support any future PMAs, and additional safety and efficacy data
beyond that typically required for a 510 (k) clearance, for our possible future product candidates, will be time- consuming and
expensive and the outcome uncertain. Moreover, the results of early clinical trials are not necessarily predictive of future results,
and any product we advance into clinical trials may not have favorable results in later clinical trials. The results of preclinical
studies and clinical trials of our products conducted to date and ongoing or future studies and trials of our current, planned or
future products may not be predictive of the results of later clinical trials, and interim results of a clinical trial do not necessarily
predict final results. Our interpretation of data and results from our clinical trials do not ensure that we will achieve similar
results in future clinical trials. In addition, preclinical and clinical data are often susceptible to various interpretations and
analyses, and many companies that have believed their products performed satisfactorily in preclinical studies and earlier
clinical trials have nonetheless failed to replicate results in later clinical trials. Products in later stages of clinical trials may fail to
show the desired safety and efficacy despite having progressed through nonclinical studies and earlier clinical trials. Failure can
occur at any stage of clinical testing. Our clinical studies may produce negative or inconclusive results, and we may decide, or
regulators may require us, to conduct additional clinical and non- clinical testing in addition to those we have planned. The
initiation and completion of any of clinical studies may be prevented, delayed, or halted for numerous reasons. We may
experience delays in our ongoing clinical trials for a number of reasons, which could adversely affect the costs, timing or
successful completion of our clinical trials, including related to the following: * we may be required to submit an IDE
application to the FDA, which must become effective prior to commencing certain human clinical trials of medical devices, and
the FDA may reject our IDE application and notify us that we may not begin clinical trials; * regulators and other comparable
foreign regulatory authorities may disagree as to the design or implementation of our clinical trials; * regulators and / or an IRB,
or other reviewing bodies may not authorize us or our investigators to commence a clinical trial, or to conduct or continue a
clinical trial at a prospective or specific trial site; * we may not reach agreement on acceptable terms with prospective contract
research organizations (CROs), and clinical trial sites, the terms of which can be subject to extensive negotiation and may vary
significantly among different CROs and trial sites; ¢ clinical trials may produce negative or inconclusive results, and we may
decide, or regulators may require us, to conduct additional clinical trials or abandon product development programs; ¢ the
number of subjects or patients required for clinical trials may be larger than we anticipate, enrollment in these clinical trials may
be insufficient or slower than we anticipate, and the number of clinical trials being conducted at any given time may be high and
result in fewer available patients for any given clinical trial, or patients may drop out of these clinical trials at a higher rate than
we anticipate; ¢ our third- party contractors, including those manufacturing products or conducting clinical trials on our behalf,
may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely manner, or at all; * we
might have to suspend or terminate clinical trials for various reasons, including the withdrawal of approval of an IDE by the
FDA based on, for example, a finding that the subjects are being exposed to unacceptable health risks; « we may have to amend
clinical trial protocols or conduct additional studies to reflect changes in regulatory requirements or guidance, which we may be
required to submit to an IRB and / or regulatory authorities for re- examination; * regulators, IRBs, or other parties may require
or recommend that we or our investigators suspend or terminate clinical research for various reasons, including safety signals or
noncompliance with regulatory requirements; ¢ the cost of clinical trials may be greater than we anticipate; « clinical sites may
not adhere to the clinical protocol or may drop out of a clinical trial; « we may be unable to recruit a sufficient number of clinical
trial sites; ¢ regulators, IRBs, or other reviewing bodies may fail to approve or subsequently find fault with our manufacturing
processes or facilities of third- party manufacturers with which we enter into agreement for clinical and commercial supplies, the
supply of devices or other materials necessary to conduct clinical trials may be insufficient, inadequate or not available at an
acceptable cost, or we may experience interruptions in supply; ¢ approval policies or regulations of the FDA or applicable
foreign regulatory agencies may change in a manner rendering our clinical data insufficient for approval; ¢ our current or future



products may have undesirable side effects or other unexpected characteristics; and ¢ impacts of regional or global public health
crises ineluding-such as the recent COVID- 19 pandemic could adversely affect any clinical trials we are conducting or plan to
conduct, including delays or difficulties in enrolling or onboarding patients, initiating clinical sites, or obtaining the requisite
regulatory approvals, interruption of key clinical trial activities, or supply chain disruptions that delay or make it more difficult
or costly to obtain the supplies and materials we need for clinical trials. Any of these occurrences may significantly harm our
business, financial condition and prospects. In addition, many of the factors that cause, or lead to, a delay in the commencement
or completion of clinical trials may also ultimately lead to the denial of regulatory approval of our product candidates. Clinical
trials must be conducted in accordance with applicable laws and regulations of the FDA and other regulatory authorities’
applicable legal requirements, regulations or guidelines, and are subject to oversight by these governmental agencies and IRBs
at the medical institutions where the clinical trials are conducted. Conducting successful clinical studies will require the
enrollment of large numbers of patients, and suitable patients may be difficult to identify and recruit. Patient enrollment in
clinical trials and completion of patient participation and follow- up depends on many factors, including the size of the patient
population, the nature of the trial protocol, the attractiveness of, or the discomforts and risks associated with, the treatments
received by enrolled subjects, the availability of appropriate clinical trial investigators, support staff, and proximity of patients to
clinical sites and able to comply with the eligibility and exclusion criteria for participation in the clinical trial and patient
compliance. For example, patients may be discouraged from enrolling in our clinical trials if the trial protocol requires them to
undergo extensive post- treatment procedures or follow- up to assess the safety and effectiveness of our products or if they
determine that the treatments received under the trial protocols are not attractive or involve unacceptable risks or discomforts.
We depend on our collaborators and on medical institutions and CROs to conduct our clinical trials in compliance with good
clinical practice (GCP) requirements. To the extent our collaborators or the CROs fail to enroll participants for our clinical trials,
fail to conduct the study to GCP standards or are delayed for a significant time in the execution of trials, including achieving full
enrollment, we may be affected by increased costs, program delays or both. In addition, clinical trials that are conducted in
countries outside the United States may subject us to further delays and expenses as a result of increased shipment costs,
additional regulatory requirements and the engagement of non- U. S. CROs, as well as expose us to risks associated with clinical
investigators who are unknown to the FDA, and different standards of diagnosis, screening and medical care. Development of
sufficient and appropriate clinical protocols to demonstrate safety and efficacy are required and we may not adequately develop
such protocols to support clearance and approval. Further, the FDA may require us to submit data on a greater number of
patients than we originally anticipated and / or for a longer follow- up period or change the data collection requirements or data
analysis applicable to our clinical trials. Delays in patient enrollment or failure of patients to continue to participate in a clinical
trial may cause an increase in costs and delays in the approval and attempted commercialization of our products or result in the
failure of the clinical trial. In addition, despite considerable time and expense invested in our clinical trials, the FDA may not
consider our data adequate to demonstrate safety and efficacy. Such increased costs and delays or failures could adversely affect
our business, operating results and prospects. If the third parties on which we rely to conduct our clinical trials and to assist us
with pre- clinical development do not perform as required or expected, we may not be able to obtain regulatory clearance or
approval for or commercialize our products. We may not have the ability to independently conduct our pre- clinical and clinical
trials for our future products and we may need to rely on third parties, such as CROs, medical institutions, clinical investigators
and contract laboratories to conduct such trials. We would depend on our collaborators and on medical institutions and CROs to
conduct our clinical trials in compliance with GCP requirements, and other regulatory requirements. To the extent our
collaborators or the CROs fail to enroll participants for our clinical trials, fail to conduct the study to GCP standards or are
delayed for a significant time in the execution of trials, including achieving full enrollment, including on account of the outbreak
of infectious disease, such as the COVID- 19 pandemic, or otherwise, we may be affected by increased costs, program delays or
both, any resulting data may be unreliable or unusable for regulatory purposes, and we may be subject to enforcement action. If
these third parties do not successfully carry out their contractual duties or regulatory obligations or meet expected deadlines, if
these third parties need to be replaced, or if the quality or accuracy of the data they obtain is compromised due to the failure to
adhere to our clinical protocols or regulatory requirements or for other reasons, our pre- clinical development activities or
clinical trials may be extended, delayed, suspended or terminated, and we may not be able to obtain regulatory approval for, or
successfully commercialize, our products on a timely basis, if at all, and our business, operating results and prospects may be
adversely affected. The results of our clinical trials may not support our product candidate claims or may result in the discovery
of adverse side effects. We cannot be certain that the results of our future clinical trials will support our future product claims or
that the FDA will agree with our conclusions regarding them. Success in pre- clinical studies and early clinical trials does not
ensure that later clinical trials will be successful, and we cannot be sure that the later trials will replicate the results of prior trials
and pre- clinical studies. The clinical trial process may fail to demonstrate that our product candidates are safe and effective for
the proposed indicated uses, which could cause us to abandon a product candidate and may delay development of others. Any
delay or termination of our clinical trials will delay the filing of our product submissions and, ultimately, our ability to
commercialize our product candidates and generate revenues. It is also possible that patients enrolled in clinical trials will
experience adverse side effects that are not currently part of the future product’ s profile. Changes in funding or disruptions at
the FDA and other government agencies caused by funding shortages or global health concerns could hinder their ability to hire
and retain key leadership and other personnel, or otherwise prevent new or modified products from being developed, approved
or commercialized in a timely manner or at all, or otherwise prevent those agencies from performing normal business functions
on which the operation of our business may rely, which could negatively impact our business. The ability of the FDA to review
and approve new products can be affected by a variety of factors, including government budget and funding levels, ability to
hire and retain key personnel and accept the payment of user fees, and statutory, regulatory, and policy changes, and other
events that may otherwise affect the FDA’ s ability to perform routine functions. Average review times at the agency have



fluctuated in recent years as a result. In addition, government funding of other government agencies on which our operations
may rely, including those that fund research and development activities is subject to the political process, which is inherently
fluid and unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for new product
applications to be reviewed and / or approved by necessary government agencies, which would adversely affect our business.
For example, the U. S. government could shut down causing certain regulatory agencies, including the FDA, to furlough critical
employees and stop critical activities. Separately, in response to the COVID- 19 pandemic, the FDA postponed most inspections
of foreign and domestic manufacturing facilities. Although inspections have resumed to near pre- pandemic levels, the FDA
could amend its priorities with respect to inspections at any time, and those changes could have a material effect on our
regulatory submissions and on our business. Our use, disclosure, and other processing of personally identifiable information,
including health information, is subject to HIPAA and other federal, state, and data privacy and security regulations, and our
failure to comply with those regulations or to adequately secure the information we hold could result in significant liability or
reputational harm and, in turn, a material adverse effect on our client base, member base and revenue. Numerous state and
federal laws and regulations govern the collection, dissemination, use, privacy, confidentiality, security, availability, integrity,
and other processing of PHI and PII. These laws and regulations include HIPAA. HIPAA establishes a set of national privacy
and security standards for the protection of PHI (as defined in HIPAA) by health plans, healthcare clearinghouses and certain
healthcare providers, referred to as covered entities, and the business associates with whom such covered entities contract to
provide specified services or perform a function for or on behalf of such covered entities. We are a business associate under
HIPAA , and sve-it is our policy to exccute business associate agreements with our clients and our sub- business associates .
HIPAA requires covered entities and business associates, such as us, to develop and maintain policies with respect to the
protection, use and disclosure of electronic PHI, including the adoption of administrative, physical and technical safeguards to
protect such information, and imposes certain notification and reporting requirements in the event of a data breach. Violations of
HIPAA may result in significant civil and criminal penalties. HIPAA also authorizes state attorneys general to file suit-suits on
behalf of their residents. Courts may award damages, costs and attorneys’ fees related to violations of HIPAA in such cases.
While HIPAA does not create a private right of action allowing individuals to sue us in civil court for violations of HIPAA, its
standards have been used as the basis for duty of care in state civil suits such as those for negligence or recklessness in the
misuse or breach of PHI. OCR has recently increased its enforcement efforts on compliance with HIPAA, including the security
regulations (Security Rule), bringing actions against entities which have failed to implement security measures sufficient to
reduce risks to electronic protected health information or to conduct an accurate and thorough risk analysis, among other
violations. HIPAA enforcement actions may lead to monetary penalties and costly and burdensome corrective action plans. We
are also required to report known breaches of PHI consistent with applicable breach reporting requirements set forth in
applicable laws and regulations. In addition, HIPAA mandates that the Secretary of HHS conduct periodic compliance audits of
HIPAA covered entities and business associates. With regard to business associates, those audits assess the business associate’ s
compliance with the HIPAA Privacy and Security Rules. Such audits are conducted randomly and after an entity experiences a
breach affecting more than 500 individuals’ data. Undergoing an audit can be costly, can result in fines or onerous obligations,
and can damage a business associate’ s reputation. Finally, on December 10, 2020, OCR issued a proposed rule aimed at
reducing regulatory burdens that may exist in discouraging coordination of care, including creating an exception to the
minimum necessary standard for healthcare coordination, among other changes. While a final rule has not yet been issued, if
adopted, these proposed changes may require us to update our HIPAA policies and procedures to comply with the new
requirements. In addition to HIPAA, numerous other federal and state laws and regulations protect the confidentiality, privacy,
availability, integrity and security of PHI and other types of PII. Some of these laws and regulations may be preempted by
HIPAA with respect to PHI, or may exclude PHI from their scope but impose obligations with regard to PII that is not PHI, and
in some cases, can impose additional obligations with regard to PHI. These laws and regulations are often uncertain,
contradictory, and subject to changed or differing interpretations, and we expect new laws, rules and regulations regarding
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online collection, use, dissemination and security of health- related and other personal information. Courts may also adopt the
standards for fair information practices promulgated by the FTC, which concern consumer notice, choice, security and access.
Consumer protection laws require us to publish statements that describe how we handle personal information and choices
individuals may have about the way we handle their personal information. If such information that we publish is considered
untrue, we may be subject to government claims of unfair or deceptive trade practices, which could lead to significant liabilities
and consequences. Furthermore, according to the FTC, violating consumers’ privacy rights or failing to take appropriate steps to
keep consumers’ personal information secure may constitute unfair or deceptive acts or practices in violation of Section 5 of the
FTC Act. The FTC expects a company’ s data security measures to be reasonable and appropriate in light of the sensitivity and
volume of consumer information it holds, the size and complexity of its business, and the cost of available tools to improve
security and reduce vulnerabilities. Individually identifiable health information is considered sensitive data that merits stronger
safeguards. The FTC’ s guidance for appropriately securing consumers’ personal information is similar to what is required by
the HIPAA Security Rule. Enforcement by the FTC under the FTC Act can result in civil penalties or enforcement actions. This
complex, dynamic legal landscape regarding privacy, data protection, data analytics and information security creates significant
compliance issues for us and our clients and potentially exposes us to additional expense, adverse publicity and liability. While
we have implemented data privacy and security measures in an effort to comply with applicable laws and regulations relating to
privacy and data protection, some PHI and other PII or confidential information is transmitted to us by third parties, who may
not implement adequate security and privacy measures, and it is possible that laws, rules and regulations relating to privacy, data
protection, or information security may be interpreted and applied in a manner that is inconsistent with our practices or those of
third parties who transmit PHI and other PII or confidential information to us. If we or these third parties are found to have
violated such laws, rules or regulations, it could result in government- imposed fines, orders requiring that we or these third
parties change our or their practices, or criminal charges, which could adversely affect our business. Complying with these
various laws and regulations could cause us to incur substantial costs or requrre us to change our busrness practices, systems and
complrance procedures in a manner adverse to our busrness —W stia re-ag 0
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contractors and consultants may engage in misconduct or other 1rnproper activities, including noncompliance with regulatory
standards and requirements. We are exposed to the risk that our employees, collaborators, independent contractors and
consultants may engage in fraudulent or other illegal activity with respect to our business. Misconduct by these persons could
include intentional, reckless and / or negligent conduct or unauthorized activity that violates: « FDA requirements, including
those laws requiring the reporting of true, complete and accurate information to the FDA authorities; * manufacturing standards;
« federal and state healthcare fraud and abuse laws and regulations; or ¢ laws that require the true, complete and accurate
reporting of financial information or data. In particular, sales, marketing and business arrangements in the healthcare industry
are subject to extensive laws and regulations intended to prevent fraud, kickbacks, self- dealing and other abusive practices.
These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion, sales
commissions, customer incentive programs and other business arrangements. Misconduct by these parties could also involve
individually identifiable information, including, without limitation, the improper use of information obtained in the course of
clinical trials, which could result in regulatory sanctions and serious harm to our reputation. Any incidents or any other conduct
that leads to an employee, contractor, or other agent, or our company, receiving an FDA debarment or disqualification from
clinical trials, or exclusion by OIG could result in penalties, a loss of business from third parties, and severe reputational harm. It
is not always possible to identify and deter misconduct by our employees and other agents, and the precautions we take to detect
and prevent this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from
governmental investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws 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, treble damages, monetary fines, disgorgement, imprisonment, possible exclusion from participation in Medicare,
Medicaid and other federal healthcare programs, contractual damages, reputational harm, diminished profits and future earnings,
reporting requirements and compliance oversight if we become subject to a corporate integrity agreement or similar agreement
to resolve allegations of non- compliance with these laws, and curtailment of our operations. We must comply with
environmental and occupational safety laws. Our research and development programs as well as our manufacturing operations
involve the controlled use of hazardous materials. Accordingly, we are subject to federal, state and local laws, as well as the
laws of foreign countries, governing the use, handling and disposal of these materials. In the event of an accident or failure to
comply with environmental or occupational safety laws, we could be held liable for resulting damages, and any such liability
could exceed our insurance coverage and may accordingly adversely affect our business, financial condition or results of
operations. Risks Related to our Intellectual Property We have to protect our intellectual property. Our commercial success will
depend in part in our ability to obtain and maintain patent and other intellectual property protection in the United States and
other countries with respect to our technology. We rely on patent protection, as well as a combination of copyright, trade secret



and trademark laws, to protect our proprietary technology and prevent others from duplicating Tablo. However, these means
may afford only limited protection and may not prevent our competitors from duplicating Tablo, prevent our competitors from
gaining access to our proprietary information and technology, or permit us to gain or maintain a competitive advantage. Any of
our patents, including those we may license, may be challenged, invalidated, rendered unenforceable or circumvented. We may
not prevail if our patents are challenged by competitors or other third parties. The U. S. federal courts or equivalent national
courts or patent offices elsewhere may invalidate our patents, find them unenforceable, or narrow their scope. Furthermore,
competitors may be able to design around our patents, or obtain patent protection for more effective technologies, designs or
methods for treating kidney failure. If these developments were to occur, Tablo may become less competitive and sales of Tablo
may decline. We have filed numerous patent applications seeking protection of products and other inventions originating from
our research and development. Our patent applications may not result in issued patents, and any patents that are issued may not
provide meaningful protection against competitors or competitive technologies. Further, the examination process may require us
to narrow the claims for our pending patent applications, which may limit the scope of patent protection that may be obtained if
these applications issue. The scope of a patent may also be reinterpreted after issuance. The rights that may be granted under our
future issued patents may not provide us with the proprietary protection or competitive advantages we are seeking. If we are
unable to obtain and maintain patent protection for our technology, or if the scope of the patent protection obtained is not
sufficient, our competitors could develop and commercialize products similar or superior to ours, and our competitive position
may be adversely affected. It is also possible that we will fail to identify patentable aspects of inventions made in the course of
our development and commercialization activities before it is too late to obtain patent protection on them. In addition, the patent
prosecution process is expensive, time- consuming and complex, and we may not be able to file, prosecute, maintain, enforce or
license all necessary or desirable patent applications at a reasonable cost or in a timely manner. Additionally, while software and
other of our proprietary works may be protected under copyright law, we have chosen not to register any copyrights in these
works, and instead, primarily rely on protecting our software with patents and as a trade secret. In order to bring a copyright
infringement lawsuit in the United States, the copyright must be registered. Accordingly, the remedies and damages available to
us for unauthorized use of our software may be limited. We may be subject to claims challenging the ownership or inventorship
of our patents and other intellectual property and, if unsuccessful in any of these proceedings, we may be required to obtain
licenses from third parties, which may not be available on commercially reasonable terms, or at all, or to cease the development,
manufacture and commercialization of Tablo. We may be subject to claims that current or former employees, collaborators or
other third parties have an interest in our patents, trade secrets or other intellectual property as an inventor or co- inventor. For
example, we may have inventorship disputes arise from conflicting obligations of employees, consultants or others who are
involved in developing Tablo. Litigation may be necessary to defend against these and other claims challenging inventorship of
our patents, trade secrets or other intellectual property. If we fail in defending any such claims, in addition to paying monetary
damages, we may lose valuable intellectual property rights, such as exclusive ownership of, or right to use, intellectual property
that is important to Tablo. If we were to lose exclusive ownership of such intellectual property, other owners may be able to
license their rights to other third parties, including our competitors. We also may be required to obtain and maintain licenses
from third parties, including parties involved in any such disputes. Such licenses may not be available on commercially
reasonable terms, or at all, or may be non- exclusive. If we are unable to obtain and maintain such licenses, we may need to
cease the development, manufacture and commercialization of Tablo. The loss of exclusivity or the narrowing of our patent
claims could limit our ability to stop others from using or commercializing similar or identical technology and products. Even if
we are successful in defending against such claims, litigation could result in substantial costs and be a distraction to
management and other employees. Any of the foregoing could have a material adverse effect on our business, financial
condition and results of operations. If we are unable to protect the confidentiality of our trade secrets, our business and
competitive position may be harmed. In addition to seeking patent protection for Tablo, we also rely upon unpatented trade
secrets, know- how and continuing technological innovation to develop and maintain a competitive position. We seek to protect
such proprietary information, in part, through confidentiality agreements with our employees, collaborators, contractors,
advisors, consultants and other third parties and invention assignment agreements with our employees. We also have agreements
with some of our consultants that require them to assign to us any inventions created as a result of their working with us. The
confidentiality agreements are designed to protect our proprietary information and, in the case of agreements or clauses
containing invention assignment, to grant us ownership of technologies that are developed through a relationship with
employees or third parties. We cannot guarantee that we have entered into such agreements with each party that has or may have
had access to our trade secrets or proprietary information. Additionally, despite these efforts, any of these parties may breach the
agreements and disclose our proprietary information, including our trade secrets, and we may not be able to obtain adequate
remedies for such breaches. Enforcing a claim that a party illegally disclosed or misappropriated a trade secret is difficult,
expensive and time- consuming, and the outcome is unpredictable. In addition, some courts inside and outside the United States
are less willing or unwilling to protect trade secrets. If any of our trade secrets were to be lawfully obtained or independently
developed by a competitor or other third party, we would have no right to prevent them from using that technology or
information to compete with us. If any of our trade secrets were to be disclosed to, or independently developed by, a competitor
or other third party, our competitive position would be materially and adversely harmed. Furthermore, we expect these trade
secrets, know- how and proprietary information to over time be disseminated within the industry through independent
development, the publication of journal articles describing the methodology and the movement of personnel from academic to
industry scientific positions. We also seek to preserve the integrity and confidentiality of our data and trade secrets by
maintaining physical security of our premises and physical and electronic security of our information technology systems. While
we have confidence in these individuals, organizations and systems, agreements or security measures may be breached, and we
may not have adequate remedies for any breach. In addition, our trade secrets may otherwise become known, or be



independently discovered by, competitors. To the extent that our employees, consultants, contractors or collaborators use
intellectual property owned by others in their work for us, disputes may arise as to the rights in related or resulting know- how
and inventions, which could have a material adverse effect on our business, financial condition and results of operations. We
may be subject to claims that we or our employees have misappropriated the intellectual property of a third party, including
trade secrets or know- how, or are in breach of non- competition or non- solicitation agreements with our competitors and third
parties may claim an ownership interest in intellectual property we regard as our own. Many of our employees and consultants
were previously employed at or engaged by other medical device, biotechnology or pharmaceutical companies, including our
competitors or potential competitors. Some of these employees, consultants and contractors, may have executed proprietary
rights, non- disclosure and non- competition agreements in connection with such previous employment. Although we try to
ensure that our employees and consultants do not use the intellectual property, proprietary information, know- how or trade
secrets of others in their work for us, we may be subject to claims that we or these individuals have, inadvertently or otherwise,
misappropriated the intellectual property or disclosed the alleged trade secrets or other proprietary information, of these former
employers or competitors. Additionally, we may be subject to claims from third parties challenging our ownership interest in
intellectual property we regard as our own, based on claims that our employees or consultants have breached an obligation to
assign inventions to another employer, to a former employer, or to another person or entity. Litigation may be necessary to
defend against any other claims, and it may be necessary or we may desire to enter into a license to settle any such claim;
however, there can be no assurance that we would be able to obtain a license on commercially reasonable terms, if at all. If our
defense to those claims fails, in addition to paying monetary damages, a court could prohibit us from using technologies or
features that are essential to Tablo, if such technologies or features are found to incorporate or be derived from the trade secrets
or other proprietary information of the former employers. An inability to incorporate technologies or features that are important
or essential to our product could have a material adverse effect on our business, financial condition and results of operations, and
may prevent us from selling Tablo. In addition, we may lose valuable intellectual property rights or personnel. Even if we are
successful in defending against these claims, litigation could result in substantial costs and could be a distraction to
management. Any litigation or the threat thereof may adversely affect our ability to hire employees or contract with independent
sales representatives. A loss of key personnel or their work product could hamper or prevent our ability to commercialize our
product, which could have an adverse effect on our business, financial condition and results of operations. Changes in patent law
could diminish the value of patents in general, thereby impairing our ability to protect our existing and future products. Recent
patent reform legislation could increase the uncertainties and costs surrounding the prosecution of patent applications and the
enforcement or defense of issued patents. In 2011, the Leahy- Smith America Invents Act (Leahy- Smith Act) was signed into
law. The Leahy- Smith Act includes a number of significant changes to U. S. patent law. These include provisions that affect the
way patent applications are prosecuted and also may affect patent litigation. These also include provisions that switched the
United States from a first- to- invent system to a first- to- file system, allow third- party submission of prior art to the USPTO
during patent prosecution and set forth additional procedures to attack the validity of a patent by the USPTO administered post
grant proceedings. Under a first- to- file system, assuming the other requirements for patentability are met, the first inventor to
file a patent application generally will be entitled to the patent on an invention regardless of whether another inventor had made
the invention earlier. The USPTO recently developed new regulations and procedures to govern administration of the Leahy-
Smith Act, and many of the substantive changes to patent law associated with the Leahy- Smith Act, and in particular, the first
to file provisions, only became effective in 2013. Accordingly, it is not clear what, if any, impact the Leahy- Smith Act will
have on the operation of our business. The Leahy- Smith Act and its implementation could increase the uncertainties and costs
surrounding the prosecution of our patent applications and the enforcement or defense of our issued patents, all of which could
have a material adverse effect on our business, financial condition and results of operations. In addition, patent reform
legislation may pass in the future that could lead to additional uncertainties and increased costs surrounding the prosecution,
enforcement and defense of our patents and applications. Furthermore, the U. S. Supreme Court and the U. S. Court of Appeals
for the Federal Circuit have made, and will likely continue to make, changes in how the patent laws of the United States are
interpreted. Similarly, foreign courts have made, and will likely continue to make, changes in how the patent laws in their
respective jurisdictions are interpreted. We cannot predict future changes in the interpretation of patent laws or changes to patent
laws that might be enacted into law by U. S. and foreign legislative bodies. Those changes may materially affect our patents or
patent applications and our ability to obtain additional patent protection in the future. If our trademarks and tradenames are not
adequately protected, then we may not be able to build name recognition in our markets and our business may be adversely
affected. Our trademarks or trade names may be challenged, infringed, circumvented, declared generic or determined to be
violating or infringing on other marks. We may not be able to protect our rights to these trademarks and trade names, which we
need to build name recognition among potential partners and customers in our markets of interest. At times, competitors or other
third parties may adopt trade names or trademarks similar to ours, thereby impeding our ability to build brand identity and
possibly leading to market confusion. In addition, there could be potential trade name or trademark infringement or dilution
claims brought by owners of other trademarks. Over the long term, if we are unable to establish name recognition based on our
trademarks and trade names, then we may not be able to compete effectively and our business may be adversely affected. Our
efforts to enforce or protect our proprietary rights related to trademarks, trade secrets, domain names or other intellectual
property may be ineffective, could result in substantial costs and diversion of resources and could adversely affect our business,
financial condition and results of operations. We may become involved in lawsuits to protect or enforce our patents and other
intellectual property rights, which could be expensive, time- consuming and unsuccessful. Competitors may infringe our patents,
or we may be required to enforce patents issued or licensed to us, to protect our trade secrets or know- how, to defend against
claims of infringement of the rights of others or to determine the scope and validity of the proprietary rights of others. In
addition, our patents also may become involved in inventorship, priority or validity disputes. To counter or defend against such



claims can be expensive and time- consuming and could divert our attention from other functions and responsibilities. In an
infringement proceeding, a court may decide that a patent owned by us is invalid or unenforceable, or may refuse to stop the
other party from using the technology at issue on the grounds that our patents do not cover such technology. An adverse result
in any litigation proceeding could put one or more of our patents at risk of being invalidated or interpreted narrowly.
Furthermore, even if our patents are found to be valid and infringed, a court may refuse to grant injunctive relief against the
infringer and instead grant us monetary damages and / or ongoing royalties. Such monetary compensation may be insufficient to
adequately offset the damage to our business caused by the infringer’ s competition in the market. Adverse determinations in
litigation could subject us to significant liabilities to third parties, require us to seek licenses from third parties and prevent us
from manufacturing, selling or using the product, any of which could severely harm our business. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our
confidential information could be compromised by disclosure during litigation. Even if resolved in our favor, litigation or other
legal proceedings relating to intellectual property claims may cause us to incur significant expenses and could distract our
management and other personnel from their normal responsibilities. In addition, there could be public announcements of the
results of hearings, motions or other interim proceedings or developments, and if securities analysts or investors perceive these
results to be negative, it could have a substantial adverse effect on our common stock price. Such litigation or proceedings could
substantially increase our operating losses and reduce the resources available for development activities or any future sales,
marketing or distribution activities. We may not have sufficient financial or other resources to conduct such litigation or
proceedings adequately. Some of our competitors may be able to sustain the costs of such litigation or proceedings more
effectively than we can because of their greater financial resources and more mature and developed intellectual property
portfolios. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings could have a
material adverse effect on our ability to compete in the marketplace. Any of the foregoing could have a material adverse effect
on our business, financial condition or results of operations. Our use of “ open source ” software could subject our proprietary
software to general release, adversely affect our ability to sell Tablo and subject us to possible litigation. A portion of the
products or technologies licensed, developed and / or distributed by us incorporate so- called *“ open source ” software and we
may incorporate open- source software into other products in the future. Such open- source software is generally licensed by its
authors or other third parties under open- source licenses. Some open- source licenses contain requirements that we disclose
source code for modifications we make to the open- source software and that we license such modifications to third parties at no
cost. In some circumstances, distribution of our software in connection with open- source software could require that we
disclose and license some or all of our proprietary code in that software, as well as distribute our software that uses particular
open- source software at no cost to the user. We monitor our use of open- source software in an effort to avoid uses in a manner
that would require us to disclose or grant licenses under our proprietary source code; however, there can be no assurance that
such efforts will be successful. Open- source license terms are often ambiguous and such use could inadvertently occur. There is
little legal precedent governing the interpretation of many of the terms of these licenses, and the potential impact of these terms
on our business may result in unanticipated obligations regarding Tablo and our technologies. Companies that incorporate open-
source software into their products have, in the past, faced claims seeking enforcement of open- source license provisions and
claims asserting ownership of open- source software incorporated into their product. If an author or other third party that
distributes such open- source software were to allege that we had not complied with the conditions of an open- source license,
we could incur significant legal costs defending ourselves against such allegations. In the event such claims were successful, we
could be subject to significant damages or be enjoined from the distribution of Tablo. In addition, if we combine our proprietary
software with open- source software in certain ways, under some open- source licenses, we could be required to release the
source code of our proprietary software, which could substantially help our competitors develop products that are similar to or
better than ours and otherwise adversely affect our business. These risks could be difficult to eliminate or manage, and, if not
addressed, could harm our business, financial condition and results of operations. Intellectual property rights do not necessarily
address all potential threats. The degree of future protection afforded by our intellectual property rights is uncertain because
intellectual property rights have limitations and may not adequately protect our business or permit us to maintain our competitive
advantage. For example: ¢ others may be able to make products that are similar to Tablo or utilize similar technology but that are
not covered by the claims of our patents or that incorporate certain technology in Tablo that is in the public domain; * we, or our
future licensors or collaborators, might not have been the first to make the inventions covered by the applicable issued patent or
pending patent application that we own now or may own or license in the future; * we, or our future licensors or collaborators,
might not have been the first to file patent applications covering certain of our or their inventions; * others may independently
develop similar or alternative technologies or duplicate any of our technologies without infringing our intellectual property
rights; « it is possible that our current or future pending patent applications will not lead to issued patents;  issued patents that
we hold rights to may be held invalid or unenforceable, including as a result of legal challenges by our competitors or other third
parties; * our competitors or other third parties might conduct research and development activities in countries where we do not
have patent rights and then use the information learned from such activities to develop competitive products for sale in our
major commercial markets; « we may not develop additional proprietary technologies that are patentable; ¢ the patents of others
may harm our business; and ¢ we may choose not to file a patent in order to maintain certain trade secrets or know- how, and a
third party may subsequently file a patent covering such intellectual property. We may not be able to protect our intellectual
property and proprietary rights throughout the world. Third parties may attempt to commercialize competitive products or
services in foreign countries where we do not have any patents or patent applications and / or where legal recourse may be
limited. This may have a significant commercial impact on any foreign business operations. Filing, prosecuting and defending
patents on Tablo in all countries throughout the world would be prohibitively expensive, and the laws of foreign countries may
not protect our rights to the same extent as the laws of the United States. Consequently, we may not be able to prevent third



parties from practicing our inventions in all countries outside the United States, or from selling or importing products made
using our inventions in and into the United States or other jurisdictions. Competitors may use our technologies in jurisdictions
where we have not obtained patent protection to develop their own products and, further, may export otherwise infringing
products to territories where we have patent protection but enforcement is not as strong as that in the United States. These
products may compete with Tablo, and our patents or other intellectual property rights may not be effective or sufficient to
prevent them from competing. Many companies have encountered significant problems in protecting and defending intellectual
property rights in foreign jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not
favor the enforcement of patents, trade secrets and other intellectual property protection, which could make it difficult for us to
stop the infringement of our patents or marketing of competing products in violation of our intellectual property and proprietary
rights generally. Proceedings to enforce our intellectual property and proprietary rights in foreign jurisdictions could result in
substantial costs and divert our efforts and attention from other aspects of our business, could put our patents at risk of being
invalidated or interpreted narrowly, could put our patent applications at risk of not issuing and could provoke third parties to
assert claims against us. We may not prevail in any lawsuits that we initiate, and the damages or other remedies awarded, if any,
may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property and proprietary rights around
the world may be inadequate to obtain a significant commercial advantage from the intellectual property that we develop or
license. Many countries have compulsory licensing laws under which a patent owner may be compelled to grant licenses to third
parties. In addition, many countries limit the enforceability of patents against government agencies or government contractors.
In these countries, the patent owner may have limited remedies, which could materially diminish the value of such patent. If we
are forced to grant a license to third parties with respect to any patents relevant to our business, our competitive position may be
impaired, and our business, financial condition and results of operations may be adversely affected. The market price of our
common stock has been and may continue to be volatile and may decline steeply or suddenly regardless of our operating
performance, which could result in substantial losses for holders of our common stock, and we may not be able to meet investor
or analyst expectations. The market price of our common stock has been and may continue to be highly volatile and may
continue to fluctuate or decline significantly in response to numerous factors, many of which are beyond our control, including:
« actual or anticipated changes in our operating results, and variations between our actual operating results and the expectations
of securities analysts, investors and the financial community; ¢ any forward- looking financial or operating information we may
provide to the public or securities analysts, any changes in this information or our failure to meet expectations based on this
information; ¢ actions of securities analysts who initiate or maintain coverage of us, changes in financial estimates by any
securities analysts who follow our company or our failure to meet these estimates or the expectations of investors; ¢ additional
shares of our common stock being sold into the market by us or our existing stockholders, or the anticipation of such sales; ¢
hedging activities by market participants; * regulatory actions with respect to our products or our competitors’ products , or
announcements by us in relation to such regulatory actions (for example, the Warning Letter we received in July 2023
and our subsequent pause on the distribution of TabloCart with Prefiltration) ; - announcements by us or our competitors
of significant products or features, technical innovations, acquisitions, strategic partnerships, joint ventures or capital
commitments; * changes in operating performance and stock market valuations of companies in our industry, including our
competitors; ¢ price and volume fluctuations in the overall stock market, including as a result of trends in the economy as a
whole; * lawsuits threatened or filed against us; ¢ developments in new legislation and pending lawsuits or regulatory actions,
including interim or final rulings by judicial or regulatory bodies; and ¢ other events or factors, including those resulting from
political conditions, election cycles, war or incidents of terrorism, or responses to these events . In addition, developments in
the healthcare marketplace related to new or innovative technologies, drugs and other treatments have the potential to
impact the rate of growth of the ESRD patient population or otherwise reduce demand for dialysis treatments, and
uncertainty surrounding the development of such new technologies, drugs and other treatments may drive volatility in
our stock price. For example, in October 2023, a pharmaceutical manufacturer announced the early termination of its
study, which sought to demonstrate the effectiveness of its GLP- 1 receptor agonist indicated for type 2 diabetes in
delaying the progression of CKD and lowering the risk of cardiovascular mortality, as a result of the study having met
certain endpoints. This development generated uncertainty in the marketplace with respect to the potential impact of
these or other similar classes of drugs or new classes of drugs or treatments on the rate of growth of the ESRD patient
population. The release of further information on GLP- 1 receptor agonists and their potential application to kidney
care, or the release of other information regarding current or future new or innovative technologies, drugs and other
treatments may continue to drive volatility in our stock price . [n addition, extreme price and volume fluctuations in the
stock markets have affected and continue to affect many life sciences and technology companies’ stock prices. Stock prices
often fluctuate in ways unrelated or disproportionate to the companies’ operating performance. In the past, stockholders have
filed securities class action litigation following periods of market volatility. If we were to become involved in securities
litigation, it could subject us to substantial costs, divert resources and the attention of management from our business and
seriously harm our business. Moreover, because of these fluctuations, comparing our operating results on a period- to- period
basis may not be meaningful. You should not rely on our past results as an indication of our future performance. This variability
and unpredictability could also result in our failure to meet the expectations of industry or financial analysts or investors for any
period. If our revenues or operating results fall below the expectations of analysts or investors or below any forecasts we may
provide to the market, or if the forecasts we provide to the market are below the expectations of analysts or investors, the price
of our common stock could decline substantially. Such a stock price decline could occur even when we have met any previously
publicly stated revenue or earnings forecasts that we may provide. We do not intend to pay dividends for the foreseeable future
and, as a result, your ability to achieve a return on your investment will depend on appreciation in the price of our common
stock. We have never declared or paid any cash dividends on our common stock and do not intend to pay any cash dividends in



the foreseeable future. We anticipate that we will retain all of our future earnings for use in the development of our business and
for general corporate purposes. Any determination to pay dividends in the future will be at the discretion of our board of
directors. In addition, the terms of the SLR Credit Facility Agreements restrict our ability to pay dividends to limited
circumstances. Accordingly, investors must rely on sales of their common stock after price appreciation, which may never
occur, as the only way to realize any future gains on their investments. If securities or industry analysts either do not publish
research about us or publish inaccurate or unfavorable research about us, our business or our market, or if they change their
recommendations regarding our common stock adversely, the trading price or trading volume of our common stock could
decline. The trading market for our common stock is influenced in part by the research and reports that securities or industry
analysts may publish about us, our business, our market or our competitors. If one or more analysts initiate research with an
unfavorable rating or downgrade our common stock, provide a more favorable recommendation about our competitors or publish
inaccurate or unfavorable research about our business, our common stock price would likely decline. If any analyst who may
cover us were to cease coverage of us or fail to regularly publish reports on us, we could lose visibility in the financial markets,
which in turn could cause the trading price or trading volume of our common stock to decline. Our principal stockholders and
management own a significant percentage of our stock and are able to exercise significant influence over matters subject to
stockholder approval. Based on available information, we believe that, as of December 31, 2022-2023 , our executive officers,
directors and 5 % stockholders beneficially owned approximately 52-59 % of the outstanding shares of capital stock. In addition,
as of December 31, 20222023 , our executive officers and directors held options to purchase an aggregate of 1, §92-470 , 625
776 shares of our common stock at a weighted- average exercise price of § +8-12 . 95-41 per share, and 622-1 , +45-049, 341
restricted stock units, which would give our officers and directors ownership of approximately 5-6 % of our outstanding
common stock as of December 31, 2622-2023 if such awards were fully vested and exercised or settled in full (assuming over-
achievement of any performance conditions). Therefore, these stockholders have the ability to influence us through this
ownership position. The interests of these stockholders may not be the same as or may even conflict with your interests. For
example, these stockholders could attempt to delay or prevent a change in control of us, even if such change in control would
benefit our other stockholders, which could deprive our stockholders of an opportunity to receive a premium for their common
stock as part of a sale of us or our assets and might affect the prevailing market price of our common stock due to investors’
perceptions that conflicts of interest may exist or arise. As a result, this concentration of ownership may not be in the best
interests of our other stockholders. Future securities issuances could result in significant dilution to our stockholders and impair
the market price of our common stock. Future issuances of shares of our common stock, or the perception that these sales may
occur, could depress the market price of our common stock and result in dilution to existing holders of our common stock. Also,
to the extent outstanding options to purchase shares of our common stock are exercised or options, restricted stock units or other
stock- based awards are issued or become vested, there will be further dilution. The amount of dilution could be substantial
depending upon the size of the issuances or exercises. Furthermore, we may issue additional equity securities that could have
rights senior to those of our common stock. As a result, purchasers of our common stock bear the risk that future issuances of
debt or equity securities may reduce the value of our common stock and further dilute their ownership interest. Delaware law
and provisions in our amended and restated certificate of incorporation and bylaws could make a merger, tender offer or proxy
contest difficult, thereby depressing the trading price of our common stock. Our amended and restated certificate of
incorporation and bylaws contain provisions that could depress the trading price of our common stock by acting to discourage,
delay or prevent a change of control of our company or changes in our management that the stockholders of our company may
deem advantageous. These provisions include the following: * establish a classified board of directors so that not all members of
our board of directors are elected at one time; * permit the board of directors to establish the number of directors and fill any
vacancies and newly- created directorships; ¢ provide that directors may only be removed for cause and only by the affirmative
vote of the holders of at least a majority of the voting power of all then outstanding shares of our capital stock; ¢ require super-
majority voting to amend some provisions in our amended and restated certificate of incorporation and bylaws; ¢ authorize the
issuance of ““ blank check ” preferred stock that our board of directors could use to implement a stockholder rights plan; ¢
prohibit stockholders from calling special meetings of stockholders; ¢ prohibit stockholder action by written consent, which
requires all stockholder actions to be taken at a meeting of our stockholders;  provide that the board of directors is expressly
authorized to make, alter or repeal our bylaws; « restrict the forum for certain litigation against us to Delaware; and ¢ establish
advance notice requirements for nominations for election to our board of directors or for proposing matters that can be acted
upon by stockholders at annual stockholder meetings. Any provision of our amended and restated certificate of incorporation or
bylaws or Delaware law that has the effect of delaying or deterring a change in control could limit the opportunity for our
stockholders to receive a premium for their shares of our common stock and could also affect the price that some investors are
willing to pay for our common stock. Our amended and restated certificate of incorporation designates a state or federal court
located within the State of Delaware as the exclusive forum for substantially all disputes between us and our stockholders, which
could limit our stockholders’ ability to choose the judicial forum for disputes with us or our directors, officers or employees. Our
amended and restated certificate of incorporation provides that, unless we consent in writing to the selection of an alternative
forum, to the fullest extent permitted by law, the sole and exclusive forum for (1) any derivative action or proceeding brought on
our behalf under Delaware law, (2) any action asserting a claim of breach of a fiduciary duty owed by any of our directors,
officers or other employees to us or our stockholders, (3) any action arising pursuant to any provision of the Delaware General
Corporation Law (DGCL), our amended and restated certificate of incorporation or bylaws, (4) any other action asserting a
claim that is governed by the internal affairs doctrine, or (5) any other action asserting an “ internal corporate claim, ” as defined
in Section 115 of the DGCL, shall be the Court of Chancery of the State of Delaware (or, if the Court of Chancery does not have
jurisdiction, the federal district court for the District of Delaware) in all cases subject to the court having jurisdiction over
indispensable parties named as defendants. These exclusive- forum provisions do not apply to claims under the Securities Act or



the Exchange Act. To the extent that any such claims may be based upon federal law claims, Section 27 of the Exchange Act
creates exclusive federal jurisdiction over all suits brought to enforce any duty or liability created by the Exchange Act or the
rules and regulations thereunder. Section 22 of the Securities Act creates concurrent jurisdiction for federal and state courts over
all suits brought to enforce any duty or liability created by the Securities Act or the rules and regulations thereunder. However,
our amended and restated certificate of incorporation contains a federal forum provision which provides that unless the company
consents in writing to the selection of an alternative forum, the federal district courts of the United States of America will be the
exclusive forum for the resolution of any complaint asserting a cause of action arising under the Securities Act. Any person or
entity purchasing or otherwise acquiring any interest in any of our securities shall be deemed to have notice of and consented to
this provision. This exclusive forum provision may limit a stockholder’ s ability to bring a claim in a judicial forum of its
choosing for disputes with us or our directors, officers or other employees, which may discourage lawsuits against us and our
directors, officers and other employees. If a court were to find the exclusive forum provision in our amended and restated
certificate of incorporation to be inapplicable or unenforceable in an action, we may incur additional costs associated with
resolving the dispute in other jurisdictions, which could harm our results of operations. General economic and financial market
conditions may exacerbate our business risks. Global macroeconomic conditions and the world’ s financial markets remain
susceptible to significant stresses, including global geopolitical instability (such as the current conflict between Russia and
Ukraine and related economic and other retaliatory measures taken by the United States, European Union and others or the
ongoing conflict between Israel and Hamas and in the Red Sea as well as the potential escalation or geographic
expansion of such conflicts ), pandemics (such as the recent COVID- 19 pandemic), inflationary pressures (such as current
inflation related to global supply chain disruptions), extreme weather conditions and natural disasters, market declines and
uncertainty, fluctuating interest and foreign currency rates and credit availability, government austerity measures, ﬂuctuating
fuel and other energy costs, fluctuating commodity prices, and general uncertainty regarding the overall future economic
environment. The tnpartientarthe-ultimate impact of the-these eenfliet-conflicts irUkraine-on fuel prices, inflation, volatility
of global financial markets, the global supply chain and other macroeconomic conditions is unknown and could materially
adversely affect the availability and cost of materials, access to capital, global economic growth, consumer confidence and
demand for our products and services. Our customers may respond to such economic pressures by reducing or deferring their
capital spending or reducing staff. Furthermore, unfavorable changes in foreign exchange rates versus USD could increase our
product and labor costs, thus reducing our gross profit. We are highly dependent on our senior management team and key
personnel, and our business could be harmed if we are unable to attract and retain personnel necessary for our success in a cost-
effective manner. We are highly dependent on our senior management, including our chief executive officer, Leslie Trigg, and
other key personnel. Our success will depend on our ability to retain senior management and to attract and retain qualified
personnel in the future, including sales and marketing professionals, scientists, clinical specialists, engineers and other highly
skilled personnel and to integrate current and additional personnel in all departments. The loss of members of our senior
management, sales and marketing professionals, scientists, clinical and regulatory specialists and engineers could result in
delays in product development and harm our business. If we are not successful in attracting and retaining highly qualified
personnel, or if we are unable to do so in a cost- effective manner, it would have a material adverse effect on our business,
financial condition, and results of operations. Competition for skilled personnel in our market is intense and has recently
intensified further due to industry trends in many areas where our employees are located. Further, the increased availability of
hybrid or remote working arrangements has expanded the pool of companies that can compete for our employees and
employment candidates. Such competition may limit our ability to hire and retain highly qualified personnel on acceptable
terms, or at all. We may experience higher compensation costs to retain senior management and experienced personnel that may
not be offset by improved productivity . Moreover, the restructuring of our organization which we substantially completed
in the fourth quarter of 2023, and any future restructurings intended to improve operational efficiencies and operating
expenses, may adversely affect our ability to attract and retain employees . To induce valuable employees to remain at our
company, in addition to salary and cash incentives, we have issued and may continue to issue equity awards that vest over time.
The value to employees of equity awards that vest over time may be significantly affected by movements in our stock price that
are beyond our control and may at any time be insufficient to counteract more lucrative offers from other companies. Despite
our efforts to retain valuable employees, members of our management, scientific and development teams may terminate their
employment with us on short notice. Our employment arrangements with our employees provide for at- will employment, which
means that any of our employees could leave our employment at any time, with or without notice. We also do not maintain “ key
man ” insurance policies on the lives of these individuals or the lives of any of our other employees. We will continue to incur
costs and demands upon management as a result of complying with the laws and regulations affecting public companies in the
United States, which may harm our business. We have incurred and will continue to incur substantial legal, accounting and other
expenses as a result of operating as a public company. In addition, changing laws, regulations, and standards relating to
corporate governance and public disclosure, including regulations implemented by the SEC and The Nasdaq Stock Market, may
increase legal and financial compliance costs and make some activities more time consuming. These laws, regulations and
standards are subject to varying interpretations, and as a result, their application in practice may evolve over time as new
guidance is provided by regulatory and governing bodies. We intend to invest resources to comply with evolving laws,
regulations, and standards, and this investment may result in increased general and administrative expenses and a diversion of
management’ s time and attention from revenue- generating activities to compliance activities. If, notwithstanding our efforts,
we fail to comply with new laws, regulations, and standards regulatory authorltles may initiate legal proceedlngs agalnst us and
our business may be harmed. B ; alre-ofe 13
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applicable rules and regulations may make it more expensive for us to obtarn director and ofﬁeer liability insurance. Given
recent developments in the market for such coverage, we expect to incur substantially higher costs to obtain and maintain the
same or similar coverage. These factors could also make it more difficult for us to attract and retain qualified executive officers
and members of our board of directors. If our internal control over financial reporting or our disclosure controls and procedures
are not effective, we may not be able to accurately report our financial results, prevent fraud or file our periodic reports in a
timely manner, which may cause investors to lose confidence in our reported financial information. We are a “ large accelerated
filer ” under the Exchange Act, which requires us to comply with the requirements of Section 404 of the Sarbanes- Oxley Act.
Section 404 of the Sarbanes- Oxley Act requires that we maintain effective internal control over financial reporting and
disclosure controls and procedures. In particular, we must perform system and process evaluations, document our controls and
perform testing of our key controls over financial reporting to allow management and our independent registered public
accounting firm to report on the effectiveness of our internal control over financial reporting. We have incurred significant
expense and devoted substantial management effort to complying with the requirements of Section 404 of the Sarbanes- Oxley
Act, which we expect will continue. We may hire additional accounting and financial staff with appropriate public company
experience and technical accounting knowledge, or incur expense associated with consultants, to support future growth. If we
are not able to comply with the requirements of Section 404 of the Sarbanes- Oxley Act or if we encounter difficulties in the
timely and accurate reporting of our financial results, or if we or our independent registered public accounting firm identify
deficiencies in our internal control over financial reporting that are deemed to be material weaknesses, our investors could lose
confidence in our reported financial information, the market price of our stock may decline and we could be subject to lawsuits,
sanctions or investigations by regulatory authorities, which would require additional financial and management resources. Our
corporate culture has contributed to our success, and if we cannot maintain this culture as we grow, we could lose the
innovation, creativity and teamwork fostered by our culture and our business may be harmed We belreve that our culture has
been and will continue to be a critical eontrrbutor to our success —W &0
W v : he ; : and our ability to attract hrghly skrlled personnel If we do not
continue to develop our eorporate culture or maintain and preserve our core values as we grow and evolve, we may be unable to
foster the innovation, curiosity, creativity, focus on execution, teamwork and the facilitation of critical knowledge transfer and
knowledge sharrng we belreve we need to support our growth - antietpated-heade A :
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require significant rnanagernent attention, drsrupt our business, dilute stockholder value and adversely affect our results of
operations. As part of our business strategy, we may in the future make acquisitions or investments in complementary
companies, products or technologies that we believe fit within our business model and can address the needs of our customers
and potential customers. In the future, we may not be able to acquire and integrate other companies, products or technologies in
a successful manner. We may not be able to find suitable acquisition candidates, and we may not be able to complete such
acquisitions on favorable terms, if at all. In addition, the pursuit of potential acquisitions may divert the attention of management
and cause us to incur additional expenses in identifying, investigating and pursuing suitable acquisitions, whether or not they are
consummated. If we do complete acquisitions, we may not ultimately strengthen our competitive position or achieve our goals,
including increases in revenue, and any acquisitions we complete could be viewed negatively by our customers, investors and
industry analysts. Future acquisitions may reduce our cash available for operations and other uses and could result in
amortization expense related to identifiable assets acquired. We may have to pay cash, incur debt or issue equity securities to
pay for any such acquisition, each of which could adversely affect our financial condition or the value of our common stock. The
sale or issuance of equity to finance any such acquisitions would result in dilution to our stockholders. The incurrence of
indebtedness to finance any such acquisition would result in fixed obligations and could also include covenants or other
restrictions that could impede our ability to manage our operations. In addition, our future results of operations may be adversely
affected by the dilutive effect of an acquisition, performance earn- outs or contingent bonuses associated with an acquisition.
Furthermore, acquisitions may require large, onetime charges and can result in increased debt or contingent liabilities, adverse
tax consequences, additional stock- based compensation expenses and the recording and subsequent amortization of amounts
related to certain purchased intangible assets, any of which items could negatively affect our future results of operations. We
may also incur goodwill impairment charges in the future if we do not realize the expected value of any such acquisitions. Also,
the anticipated benefit of any strategic alliance, joint venture or acquisition may not materialize, or such strategic alliance, joint
venture or acquisition may be prohibited. In November 2022, we entered into the SLR Credit Facility Agreements which also
restrict our ability to pursue certain acquisitions, mergers, or consolidations that we may believe to be in our best interest.
Additionally, future acquisitions or dispositions could result in potentially dilutive issuances of our equity securities, the
incurrence of debt, contingent liabilities or amortization expenses or write- offs of goodwill, any of which could harm our
financial condition. We cannot predict the number, timing or size of future joint ventures or acquisitions, or the effect that any
such transactions might have on our operating results. If we fail to comply with anti- corruption, anti- bribery, anti- money
laundering and similar laws, we could suffer severe penalties. We are subject to the U. S. Foreign Corrupt Practices Act which



generally prohibits U. S. companies from engaging in bribery or other prohibited payments to foreign officials for the purpose of
obtaining or retaining business and requires companies to maintain accurate books and records and internal controls, including at
foreign controlled subsidiaries. We are also subject to requirements under the U. S. Treasury Department’ s Office of Foreign
Assets Control, U. S. domestic bribery laws and other anti- corruption, anti- bribery and anti- money laundering laws. While we
have policies and procedures in place designed to promote compliance with such laws, our employees or other agents may
nonetheless engage in prohibited conduct under these laws for which we or our executives might be held responsible. If our
employees or other agents are found to have engaged in such practices, we could suffer severe penalties and other consequences
that may have an adverse effect on our business, financial condition and results of operations. If our estimates or judgments
relating to our accounting policies prove to be incorrect, our results of operations could be adversely affected. The preparation of
financial statements in conformity with the United States generally accepted accounting principles (U. S. GAAP) and our key
metrics require management to make estimates and assumptions that affect the amounts reported in the financial statements and
accompanying notes and amounts reported in our key metrics. We base our estimates on historical experience and on various
other assumptions that we believe to be reasonable under the circumstances, as provided in the section titled “ Management’ s
Discussion and Analysis of Financial Condition and Results of Operations. ” The results of these estimates form the basis for
making judgments about the carrying values of assets, liabilities and equity and the amount of revenue and expenses that are not
readily apparent from other sources. Significant assumptions and estimates used in preparing our financial statements include
those related to allowance for deubtfal-aceounts-credit losses , assessment of the useful life and recoverability of long- lived
assets, warranty obligations, fair values of stock- based awards, warrants, contingent consideration, and income taxes. Our
results of operations may be adversely affected if our assumptions change or if actual circumstances differ from those in our
assumptions, which could cause our results of operations to fall below the expectations of securities analysts and investors,
resulting in a decline in the trading price of our common stock. Expectations relating to ESG factors may impose additional
costs and expose us to new risks. There is increasing focus from certain investors, customers and other stakeholders on ESG
factors, including greenhouse gas emissions and climate- related risks; diversity, equity, and inclusion; responsible sourcing and
supply chain; human rights and social responsibility; and corporate governance and oversight. Some investors may use ESG
factors to guide their investment strategies and, in some cases, may choose not to invest in us if they believe our policies and
actions relating to ESG matters are inadequate. Third party providers of ESG ratings and reports on companies have increased in
number to meet growing investor demand for measurement of ESG performance, resulting in varied and in some cases
inconsistent standards. In addition, the criteria by which companies’ ESG practices are assessed are evolving, which could result
in greater expectations of us and cause us to undertake costly initiatives to satisfy such new criteria. Alternatively, if we elect not
to or are unable to satisfy such new criteria, some investors may conclude that our policies with respect ESG matters are
inadequate. We may face reputational damages in the event that our ESG procedures or standards do not meet the standards set
by various constituencies. Furthermore, if our competitors’ ESG performance is perceived to be better than ours, potential or
current investors may elect to invest with our competitors instead. Further, increased public awareness and concern regarding
ESG factors may result in new or enhanced legal requirements. For example, new regulations relating to ESG matters, including
human capital, diversity, sustainability, climate change and cybersecurity, are under consideration or being adopted. Such
regulations may impose additional reporting obligations and increase our compliance costs. In addition, climate change
initiatives and legislation could also disrupt our operations by impacting the availability and cost of materials within our supply
chain, and could also increase our operating costs. In addition, from time to time, we communicate certain initiatives and goals
related to ESG matters. For example, in Oetober-June 2624-2023 , we published our tnaugurat-second full ESG Report,
including updates on our ESG programs, priorities, initiatives, goals and performance whteh-we-tpdated-with-astupplementat

. We could fail, or be perceived to fail, in our achievement of such initiatives or goals, or we
could fail in fully and accurately reporting our progress on such initiatives and goals. In addition, we could be criticized for the
scope of such initiatives or goals or perceived as not acting responsibly in connection with these matters. Our business could be
negatively impacted by such matters. If we fail to satisfy the ESG- related expectations of investors, customers and other
stakeholders or our initiatives or goals are not executed or achieved as planned, our reputation and financial results could be
materially and adversely affected.



