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Our business is subject to numerous risks and uncertainties, including those highlighted in the section titled “ Risk Factors. ”
These risks include, but are not limited to, the following: < The Restructuring has changed, and is expected to continue to
significantly change, our business, and may result in disruption to our continuing business. °© e are dependent on our
strategic relationship with Medtronic for all of our revenue, with no sales or marketing capabilities of our own, and the
loss of this partner would completely eliminate our revenue. We currently depend on revenue generated from a single
business line (manufacturing Medtronic’ s left- heart access portfolio) and for the foreseeable future will be significantly
dependent on a limited number of products. © Our business is not diversified. If our sole business line is disrupted, our
business and results of operations would be adversely affected. ° If our distribution agreement with Medtronic
terminates upon the occurrence of the Second Closing (as defined below) or for any other reason, and following the
conclusion of the Net Sales Earnout (as defined below) period, we will have a-histery-no sources of revenue. © There are
continued risks associated with the Restructuring, including our ability to complete the wind down and to manage the
associated Restructuring and transition costs to realize the anticipated benefits, the impact of the Restructuring on our
relationships with our employees, our major customers, distributors and vendors and unanticipated expenses and
charges that may be incurred as a result of the Restructuring, such as litigation risks, including litigation regarding
contract termination and employment and workers’ compensation. ° Our ability to continue to have the liquidity
necessary to service our debt, meet contractual payment obligations and fund our operations depends on many factors,
including our ability to generate sufficient cash flow from operations or obtain other financing. o If our Restructuring is
not successful, our board of directors may decide to pursue a liquidation and dissolution of our business. In such an
event, the amount of cash available for distribution to our stockholders, if any, will depend heavily on the timing of such
liquidation as well as the amount of cashthat will need to be reserved for commitments and contingent liabilities,
including under our 2022 Credit Agreement (as defined below). © We historically had net losses, and our new business

following we—e*peet—te—eeﬂ-t-mue—te-meur—lesses—fer—&t—least—l he Restructurlng ﬂe*t—sevefal—ye&rs—l-f—we—eveﬁaeh-teve
profitability;we-may not be profitable able-te G v
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u)mmuual success of euethe 'pfed'ttefS-Pl‘OdllctS (as defined below), and thus our ablhty to generate revenue from
Medtronic’ s sales of the Products, will depend upon attaining significant market acceptance of these-- the produets-Products

among hospllal\ phvsmdns pallcnls and pdVOl\ -0 We operate ina hlghly have—srg&rﬁeafﬁ—rﬂterﬂaﬁeﬂa-l-ﬂaeraﬁeﬂs—&ﬂd-

1ndustry and if we or the Products are unablc to u)mpclc effeeﬁvel—y—successfully we-our sales to Medtromc may decline

and ﬁet—be—&ble—te-ael‘ueve—erour ~
able-to pated and—eper&&ng—reseﬂ-ts—from Medtronlc s sales of
the Products to end- users may be reduced and there would advefsely—&ffeeted—‘—We—m&y—ﬂet—bc able—te—develep,—l-reeﬂs-e-ef

ad\'crs‘c c[lcu on our busmcsx —ﬁﬁ&ﬂet&l—eeﬂd'lﬁeﬁ-dlld results of opclallons o ()Lll quallul and annual results may fluctuate
significantly and may not fully reflect the underlying performance of our business. = We depend upon third- party suppliers,
including single- source suppllus mdkm(* us v ul uablc to supply dlslupuons and pllcc llucludllons ° %dept—teﬂ—e—f—euf

: t s arehach v ar-bst —Defects or failures associated wit h eurthe -pfeduets—Products could
lead to recalls, safety alerts or litigation, as well as significant costs and negative publlulv —te-Coverage-and-adequate
e I dablefor _ i )
affeet-our-ability-tosel-oturproduets-profitably-. «-o Rcullaton compliance —rnel-udmg—eefmal-raneeﬂmth—U—S—fedefal—fmd—state
atrd-and-ab A a are-taws-a 8 is expensive, complex and uncertain, and failure to comply could
lcdd to cn[o1ccmcm dcuons agam\l us and other nC(ldll\ conscqucnccs for our business. o «Hwe-are-unable-to-obtain-and

&ﬂeﬂaeﬁglebal—paﬂdemtea—\)vc are LLlllLllll operating in a period of economic uncertainty and capital markets disruption, which
has been significantly impacted by gcopollllcdl instability due to the ongoing military conflict between Russia and Ukraine and
Israel and Hamas . Our business, financial condition and results of operations may be materially adversely affected by any
negative impact on the global economy and capital markets resulting from the conflict in Ukraine or Gaza or any other
geopolitical tensions. #+° Our failure to maintain compliance with The Nasdaq Stock Market LLC’ s (“ Nasdaq )
continued listing requirements would result in the delisting of our common stock. If our common stock is delisted from
Nasdaq and is traded over- the- counter, your ability to trade and the market price of our shares of common stock may



be negatlvely 1mpacted PART I Item 1. Busmcxs Ov ery iew Hlstorlcally%%&fe—&rrarrhythmra—maftageﬁreﬁ&eernpany

diagnostic and mappuw cdlhclus conv Ll]llondl and contact -fefee—dbldllon catheters (etlrrefrtl-y’—aﬂfai—l&b%e—eﬂl—y*—rrretﬂ%ufepe&ﬂ

markets), mapping and imaging consoles and accessories, as well as supporting algorithms and software programs. Our

foundational &nd—mest—lﬂrrg-h}y—d-rffefeﬂt-ta-ted-moducl 1s-was our Ach\ldp -rm&g-rng—lmaglng and ﬁaappi-ﬁg—Mapplng Sys-teﬂ‘t
System . which was designed offers 0 : e

ﬂﬂmatehed-speed-aﬂd-pfeels—teﬂ—\‘hﬂa—the—abﬁtﬁhm ld)ldl\ and acculalcl\ identify abldllon targets and to confirm boll dbldllOll
success and procedural completion . In April 2022 , we announced that we agreed to sell our left- heart access product
portfolio to Medtronic and refinance existing debt with a new longer- term credit facility to recapitalize our business and
fund our strategic growth priorities. Pursuant to the sale transaction, Medtronic paid upfront cash consideration of $ 50.
0 million (of which $ 4. 0 million was paid into an indemnity escrow account for a period of 18 months), and we became
eligible for contingent cash consideration of up to $ 37. 0 million (of which we earned $ 20. 0 million on October 31, 2022
and $ 17. 0 million on December 31, 2022) plus a portion of Medtronic’ s future net sales of the left- heart access product
portfolio. In conjunction with the sale of our left- heart access product portfolio, we executed a distribution agreement
with Medtronic (the “ Distribution Agreement ”’), pursuant to which we agreed to manufacture and supply these left-
heart access products to Medtronic as exclusive distributor of the product line for an initial term of up to four years at
specified transfer prices. We will also continue to be eligible for earnout payments on Medtronic’ s net sales of the left-
heart access product portfolio through 2027. In November 2023, we announced, following an extensive strategic review
by our board of directors, and in light of the current financing environment and the capital investments required to
achieve leadership in the electrophysiology market, that we had determined to reallocate capital from our mapping and
ablation business to the manufacturing of left- heart access products for Medtronic under the Distribution Agreement,
which we believe will maximize the potential for future contingent cash consideration and cash flow. As part of this
restructuring, we wound down our mapping and ablation businesses and no longer manufacture or distribute our

AcQMap Mapplng System AcQMap 3D Mapplng Catheter, AcQBlate Force- Sensmg &édfesses—the—prnﬁ&w—&nmet—need-rn

Catheter, AcQGulde Max 2.0 Steerable Sheath or assoclated accessories, though we continue to explore strategic
alternatlves for t-he—these seufee—busmesses (1nclud1ng a potential sale of related assets). As a result the-arrhythmia-ts
orrof thls restructurlng, we rely solely on our strategic partnership

g-with tengunpredietable-procedure

t—rmes—Medtromc to generate revenue through (1) the manufacture of the left- heart access product portfolio for
Medtronic at transfer prices specified under our Distribution Agreement and (n) potentlal earnouts ineonsistent-outeomes:
Forexamplerdata-from large; mult-Medtronic’ s sales of the left - een nstrated
appre*rmatel—y—heart access product portfolio to end- users. Left- Heart Access Portfolio Sale and Dlstrlbutlon Agreement
On June 30 , 2022, we completed the first closing (the *“ First Closing ) of the sale of our left- heart access portfolio in
accordance with the Asset Purchase Agreement with Medtronic executed on April 26, 2022 (the “ Asset Purchase
Agreement ), pursuant to which we sold to Medtronic our AcQCross ® line of sheath- compatible septal crossing
devices, the AcQGuide ® MINI integrated crossing device and sheath, the AcQGuide FLEX steerable introducer with
integrated transseptal dilator and needle and the AcQGuide ® VUE steerable sheaths (the “ Products ). Pursuant to the
Asset Purchase Agreement, Medtronic paid cash consideration of $ 50 %-. 0 million at the First Closing, of ablations
which $ 4. 0 million was paid into an indemnity escrow account for a period of 18 atriat-fibriattenrresult-in-archythmia
reeutrenee-withinthefirst4+2-months ef following the First Closing, and acquired from us, among the-other things,
intellectual property rights to the Products and certain equipment used in the manufacturing of the Products. A second
closing would occur on a date determined by Medtronic, but no later than the fourth anniversary of the First Closing,
subject to the satisfaction of customary closing conditions (the “ Second Closing ). At the Second Closing, Medtronic
would acquire certain additional assets relating to the Products, primarily supplier agreements and permits and design
and specification files required for Medtronic to become the manufacturer of record of the Products, for no additional
consideration. Under the Asset Purchase Agreement, we also became eligible to receive contingent cash consideration of
up to $ 37. 0 million plus a portion of Medtronic’ s future net sales from the Products, as follows: (i) $ 20. 0 million upon
our completion, to the reasonable satisfaction of Medtronic, of certain conditions set forth in the Asset Purchase
Agreement relating to our becoming a qualified supplier of Medtronic for the Products, including demonstration of ISO
14971: 2019 compliance, completion of certain test method validations and compliance with certain other reporting
requlrements (the « OEM Earnout ”), (11) $ 17. 0 mllhon upon the earher of (A) the Second Closmg or (B) our initial




A&mstr&ﬁeﬁ—er—F-BA—e}e&r&nee—&ﬂd{ onformité [umpeume Mark, or ( E Malk certlﬁcatlon of the Products under the
European Union Medical Devices Regulation, or MDR, to the reasonable satisfaction of a third- party regulatory
consultant, subject to certain other conditions as set forth in the Asset Purchase Agreement (the “ Transfer Earnout ”);
and (iii) amounts equal to 100 %, 75 %, S0 % and 50 %, respectively, of quarterly Net Sales (as defined in the Asset
Purchase Agreement) from sales of the Products achieved by Medtronic over each year over a four- year period
beginning on the first full quarter after Medtronic’ s first commercial sale of a Product and achievement of the OEM
Earnout (the “ Net Sales Earnouts ). On October 31, 2022, we achieved the OEM Earnout, and payment of $ 20. 0
million from Medtronic was received in November 2022. Further, on December 1, 2022, Medtronic qualified us as an
original equipment manufacturer (“ OEM ”) and accordingly, we began to manufacture the Products exclusively for
Medtronic under the Distribution Agreement. The Distribution Agreement has an initial term ending on the date of the
Second Closing. If the Second Closing has not occurred on et or prior AeQMap-8-—-5-seftwareplatform—Thisrelease
provided-signifieantenhaneements-to our-industry-the fourth annlversary of the First Closing, then the Distribution

Agreement w1ll automatlcally renew thereafter for successive one - ttmque—year perlods, unless elther we or Medtronlc

df&gﬁes&s—aﬂd—tre&trﬂeﬂt—e-ﬁarrhythmras—}n—&re—then U-&rted—Stafes—we—&re—etﬁeﬂﬂ-y——— current seekrng—regu-l-&tew—apprev&l—term
On December 31 2022 we achieved the Transfer Earnout or wheh—we—ﬁ-led—rn%@%%—fe%etu&&b-}a&eﬁ—eathetefs—te

eardiac-ablation-is-a-standard-Union MDR, to the reasonable satisfaction of a eare-and-third- party reimbursementts
regulatory consultant, and payment of $ 17. 0 million was received from Medtronic on January 14, 2023. The quarterly
measurement period for the Net Sales Earnouts began on January 30, 2023, and such earnout payments began in
January 2024 and wel-will —established-continue quarterly each quarter thereafter until 2027 . In 2023, we earned $ 9. 4
mllhon related to etheﬁ the -rﬁternat-teﬁa-l—markets—Net Sales Earnouts we—}evef&ge—eﬂﬁp&rtﬂershrp—\\ 11 h $ 7 Bietronilsa

3 mllllon pald in January 2024.

Strateglc Reahgnment and Restructurlng In November 2023 the—U-&rted—Stafes—&nd—\&lestern—E&repe— our targetiarketis
highly-eoneentrated-board of directors approved a strategic realignment of resources and corporate restructuring (the
Restructuring ”) . We began implementation plan-te-leverage-the-eoneentratednature-of a shift in proeedure-volumes-and-the

feeﬂrﬂﬁg—n&tufe—e—ﬁ)ul busmess sa*eﬁe—drwe—&n—mereasrﬂgiyefﬁeteﬂt—eemmefetai-lm)de to solely support —Ourresearch-and
v aety vanetng-the fieldmanufacturing and distribution of Medtronic eleetrophysiotogy-by




inereasing-the-AeQMap-System s left- heart access utitity
as-by-expanding-etr-product portfolio under te—fuﬁher—rm-pfeve—aﬂd-s-rmp-l-rfy—l he eﬂ-t-rre—pfeeed-ur&l-e*peﬂeﬂee—@uﬁDlstrlbutlon

Agreement, including to rear-- earn potential Net Sales Earnouts. As part of the Restructuring, we wound down our
mapping and ablation businesses and no longer manufacture or distribute our AcQMap Mapping System, AcQMap 3D
Mapping Catheter, AcQBlate Force - termpipeline-ineludesproduets-Sensing Ablation Catheter, AcQGuide Max 2. 0
Steerable Sheath or associated accessories and are exploring strategic alternatives for these busmesses (including a
potential sale of related assets). We expect that breaden-our-elintealutitityimprove-the

expertenee-Restructuring will be substantially complete in the first quarter of 2024. As part of the Restructuring , and
inerease-funetionality-and--we initiated a reduction in or-our redtee-workforce of approximately 160 employees,
representing approximately 65 % of our employees, that is expected to be completed by the first quarter of 2024. In
compliance with the Worker Adjustment and Retraining Notification Act, we provided pre- termination notices to
affected employees and government authorities where required. We entered into retention arrangements with certain
employees who remained with us to assist with the Restructuring and operation of our left- heart access distribution
business. As of December 31, 2023, we have recognized $ 18. 6 million of the estimated $ 21. 0 million to $ 32. 0 million of
pre- tax restructuring and exit- related charges, of which $ 0. 7 million of the estimated $ 2. 0 million to $ 3. 0 million
represented cash expenditures for the payment of severance and related benefit costs aeross-eatheters-, aceessory-deviees;
mappingsystems-and-software-$ 0 of the estimated $ 3 . OurMarketandIndustry-Cardtac-arrhythmias;-0 million to $ 4. 0
million represented cash expenditures or-for heartrhythmdisoerders;-the payment of retention bonuses to certain
employees that are assisting with eemmeon-and-ean-oceur-when-the heart-beats-Restructuring, less than $ 0. 1 million of the
estimated $ 2. 0 million tee- to f&prd-l-y—tee—s}ewiyﬁ 5. 0 mllhon represented cash expendltures erfor other restructurlng
costs rregularlyteftruntreated-, arrhythmtas-ean e

death-. Atrial-fibrittation-0 million of the estlmated $ 14 0 mllhon to $ 20 0 mllhon represented non- cash pre- tax
impairment charges in connection with the disposition of certain assets . erAF-including inventory , fixed assets and
intangibles. A majority of the non- cash charges was 1ncurred in the fourth quarter of 2023 whlle the majorlty of the
cash expenditures charges is expected : by-rap d g v
the—he&rt—?hls—ﬂfegt&aﬁbehaﬁer—rnereases—thﬂaeteﬁﬁaklo be 1ncurred in devele i e
heart-which-ean-then— the eirenlate-to-first quarter of 2024. Overview of other—- the Products ergans—}eadmg—te—redueeé
b}eed—ﬂew—&nd-strekes—\\’ Manufacture Hlstorlcal Products H1stor1cally esﬁmate—that—thereﬂwere—&ppfe*rmate}y—é% we

based dbldllOll DIOLLdulL\ to treat various dllhvlhmms ()Lll lounddlmml and most hwhl\ dift elenllalcd pmducl 1s-was our
AcQMap imaging-Imaging and mapping-Mapping system-System which effers-offered a non- contact map paradigm- shifting
apploach to mapping the dll\ ers and maintainers of arrhythmias with unmdlched ] )cc(l and precision. We establlshed a broad

we-beleve-our AcQMdp System add-resses—t-he—pri-maw—uﬂmet
Gveﬁ‘rew—eﬂﬁeur—ln addltlon to our AcQMap System , our commercial product

portfolio included a suite of access devices and full product lines of diagnostic and, in our European markets, ablation
catheters. e developed-also launched the AcQBlate Force Sensing Ablation System following the December 2020 receipt
of CE Mark approval in Europe As part of the Restructurlng, we wound down our mapplng and ablatlon busmesses and

3D Mapplng -S-ysteﬁa—eeﬂsrsts—e-ﬁetu%eQM-ap—ea-t-heter—Catheter AcQBlate Force eeﬂse-}e—and-werkstatteﬂ—eur—systeﬂa—uses—a
paradigm— Sensing Ablation shifting Nith . 5 b - ISR

e}eetredes—etukrrmevaﬁ%‘e—ﬁmapr&g—e&t-heter—Catheter eoHeets, AcQGulde Max 2.0 Steerable Sheath or associated
accessories. Current Products Following the datarequired-Restructuring and the shift in our business model to ereate-a

eomprehenstve-map-solely supporting the manufacturing and distribution of the Products to Medtronic, we manufacture
transseptal crossing devices and associated accessories, such as integrated transseptal dilators and needles, fixed- curve




or steerable introducers, and steerable sheaths (i. e., the Products). These Products are used to access the left side, or left
atrium, of the cardiac anatomy anc e}eet-rtea-l—prﬂaag&&errp&tteﬂas—are used in a range of medical applications, including in
electrophysiology and structural heart procedures. The technology supports physicians during a critical component of
and- an pathways-without-eontaeting-ablation or structural heart procedure. The transseptal crossing devices that we
manufacture for Medtronic include versions that are length-, diameter- and tip- matched and designed to lock into the
hub of sheaths used in many left- heart procedures. These devices enable mechanical septal crossing with a spring-
loaded needle that can also be enhanced with concurrent delivery of radiofrequency energy. They streamline the
procedural workflow by eliminating the need for wire and needle exchanges, as t-he—they ehamber—wa-H—lncorporate a
retained guidewire within the hollow crossing needle . Fhis ®
curve and steerable introducers are indicated for 1ntroduc1ng various cardlovascular catheters into the heart including
the left side of the heart through the interatrial septum. They are designed to facilitate vascular access to the heart and
the-then ehamber-provide catheter positioning (fixed or variable) within the cardiac anatomy . The steerable sheaths are
designed to facilitate handling and deliverability of interventional devices. We previously obtained U. S. Food and Drug
Administration, or FDA, clearance for the Products in April 2021 and for addltlonal conﬁguratlons of the Products in
June 2022 and submitted and— an apphcatlon for CE Mark elee : ways-trunder three—- the
European Union MDR min d etivelrah

Key—Beﬁeﬁ-ts—e—&*eQM&p—\\ e bLllL\ e the unique dllllbLllLS of eﬁhA:eQ-M&p

System-the Products that we manufacture for Medtronic offer significant clinical benefits relative to the current standard of
care. fterative-Whete-The Products are designed for patient safety and procedural efficiency, allowing for fewer steps than
a traditional transseptal access workflow. The transseptal crossing devices contain a spring -

tensioned safety needle that only deploys when actuated The matched 1ntegrated dllator and needle lock together Wrt-h
with introducers ine p

treat,—re—map—&nd—&djﬁst—&éé&ena{—t-her&py—as one unit for control and ease of use. The transseptal crossing devrces

incorporate a retained guidewire within the hollow crossing needed-- needle . This design reduces exchanges and allows
physicians to determine-when-reposition without requiring wire and needle exchanges. The elimination of guidewire and
needle exchanges facilitates transseptal crossing procedures, as the optimal septal crossing ablatierr- location and angle
differ depending on the procedure so the ability to easily reposition without cumbersome catheter withdrawals and
exchanges is important. Market eemplete;-which-we-believe-will-drive-more-effietent-and predietable-proeedures-Industry
Electrophysiology involves the diagnosing and better-outeomes-treating of abnormal electrical activities of the heart.
Electrophys1ology products 1nclude devrces used by electrophys1ologlsts and 1ntervent10nal cardlologlsts or a—breadef

eare-for-mappingand-dtagnesis-of cardiac arrhy thmla\ , Or heart rhythm disorders, which are common and can occur when
the heart beats to-too teveragerapidly, too slowly or irregularly. If left untreated, arrhythmias can result in debilitating
symptoms, heart failure, stroke and sudden cardiac death. Atrial fibrillation, or AF, is the most common arrhythmia
and is characterized by rapid and irregular activation of the heart. This irregular behavior increases the potential to
develop blood clots within the upper chambers of the heart, which can then circulate to other organs, leading to reduced
blood flow and strokes Structural heart condltlons 1nvolve defects or dlsorders in the heart’ s structure — its valves,

walls, chambers paradigm

- or pertfolie-muscles. Structural heart



products include those used by interventional cardiologists to treat defects of differentiated-the heart, such as valve
stenosis (stiffness) and valve regurgitation (leaky valve). Surgical repair of the valve may be required in such
circumstances. The Products we manufacture for Medtronic are used in clectrophysiology and structural heart
procedures. An estimated several hundred thousand transseptal crossings are performed annually during these
procedures. The produets-Products support the challenging and critical step of accessing the left atrium during
electrophysiology and structural heart procedures such as atrial fibrillation ablation procedures, left atrial appendage
occlusions, and transcatheter mitral valve repairs. They simplify transseptal crossing for electrophysiologists and
interventional cardiologists to improve workflow, add procedural efficiencies and help alleviate complexity during left
heart procedures . Our grewth-Strategy Our strategy is to increase our value to our strategies-strategic partner,
Medtronic, as a contract manufacturer of the Products in the electrophysiology and structural heart markets such that
Medtronic decides to continue to use us as a manufacturer of some or all of the Products at transfer prices. Important
elements of our strategy include v1g0rously pursumg manufacturmg 1mpr0vements, —eutilizing-our-superior mapping
teehﬂe-}egy—dnd focusmg on epent S b P o ahy—tare : < :

efﬁc1ent sea-}e—g-}eb&}bf—manufacturmg, hlgh quallty and rellablllty S0 that bfeaéeﬁ—euf
arkets-we seﬁe—eeth}d-are

ﬂ&easufes—desrgﬁed-sectlon tltled “ RlSk Factors — Rlsks Related to pfeveﬁt—lhc spread-of COVAD-19-and-enourability te
eonduetbustnessinthe-ordinary-eotrse—Corporate-Restructuring d-an-ereanizationalw :

produet-developmentinitiatives—Competition Thu medical device llldtl\ll\ is intensely u)mpulll\ subject to 14)1(1 change and
significantly affected by new product introductions and other market activities of industry participants. We-Following the
Restructuring, we compete with contract manufacturers ane-eistributors-of cardiovascular medical devices on the basis of our
ability to perform our obligations as a manufacturer of the Products for Medtronic under the Distribution Agreement .
©Our-We also face competition from Medtronic, which may determine to employ in- house capabilities to produce some or
all of the Products. We believe that the principal competitive factors in the manufacturing services market are most-cost
signifieant-; accelerated production time- to- market; higher efficiencies; global locations; rapid scale production;
advanced technologies; quality; and improved pricing of components. In addition, because our revenue is dependent on
Medtronic’ s ability to sell the Products, we face indirect competition from Medtronic’ s competitors for heart access
products in the electrophysiology field , which we believe to include Abbott Laboratories, Biosense Webster Inc. (a Johnson &
Johnson Company), and Boston Scientific Corporation and-Medtrente; Tre—(Medtronte"y- Many efenr-competitors in the
manufacturing services industry and the electrophysiology field arc large, well- capitalized companies with significantly
greater market share and resources thanwehawe- Therefore, they eanrare able to spend more on product development,
manufacturing, marketing, sales and other product initiatives thamwe—ean-. We believe alseeompete-with-smallermedteal
deviee-eompantes-that the principal competitive factors in the electrophysiology field are have-asingleproduet-oratimited
range-of produets—Seome-of otr-eompetitorshave-:

~signifteantly-greatername recognition; <-breader-ordeeper-relations with
healthcare professionals, customers and third- party payors; -mere-established-quality and depth of distribution networks; «

additional-breadth of product lines efpreduets-and the ability to offer rebates or bundle products to offer greater-discounts or
other incentives to-gaira-eompetitive-advantage-; capabilities «greaterexperienee-in eondueting-rescarch and development,
manufacturing, clinical trials, marketing and obtaining regulatory clearance or approval for products; and =gtreater-financial and
human resources for product development, manufacturmg, sales and mar l\umg and pdanl plosuuuon W&behev&t-ha-t—eﬂf




combination of patent, nddenldrk nade seuet copyllght and othel 1ntellettual property ll,g_hts dnd measures to protect our the

produets-and-technology

commercialization of the Products by Medtronlc
eompetitive-pesition—. As of December 31, 26222023 , our pdtent pOIthllO 1ncluded -3-8—42 S0 ely owned or exclusn ely licensed
U. S. patents and 23-21 solely owned or exclusiv ely licensed pending U. S. patent applications (including ene-tweo solely owned
Patent Cooperation Treaty, or PCT, appheations— application and feur-one solely owned provisional U. S. patent applications).
In addition, we solely owned or exclusively licensed #6-60 issued patents and 5148 pending patent applications in jurisdictions

outside the United States. Of our 74-69 pending patent applications (U. S. and outside the U. S.), 2-six have been allowed. ©f

etu%%—ew&ed—aﬂd-exel-uswe}y—heeﬂsed-U—Followmg the Restructurlng, we no longer mtend to maintain pending patent

applications . Our S—patents

th&t—may—m—ﬂ&e—futwssue—freﬁa—suelﬁrapphe&&eﬂsnne scheduled to expire between 2()27 and %94-1—wrt-1=reut—ta-kmg—peteﬁ-t-ra-}
2039. Further, pursuant to our sale of the Products to Medtromc, we no longer retaln rlghts to any pa-teﬂt—patents

1nt01matlon regarding the 11sks leldted to our 1ntellectual property, please see the section tltled Rlsk chtors — Risks Related
to Our Intellectual Property.’ M&nt\faetufmg—Manufacture and Supply We eurreﬁt-l-y—nldnuhmture the Products for Medtronlc

eonsoles-and-aeeessories-at our dpploxnnately 5() 800 square foot fa(:lllty n (culsbdd C a]ltomld This delllty plowdes

approximately 15, 750 square feet of space for our production and-distributtenoperations, including manufacturing, quality
control and storage. We believe our existing facility is sufficient to meet our current manufacturing needs and we believe that
adequdte dddltlondl Spdte w1]1 be av allable if we quune 1t We stock inv entory of raw materials, Conlponents and finished

-}ee&t-teﬂs—as—paﬁ—ef—t-hetfsa-}es—effeﬁs— We Iely ona slee or llnnted numbel of suppllers for Celtaln raw nmtendls and

Components and we generally hav € no long- term supply armlmelnents w ith our suppllers as we Generdlly order on a purchase

S i
dtstﬂbuteﬁe—ﬁthe—pfedueﬁme—feﬁﬁe—ﬂ&e—ne*%few—ye&rs—()u nldl]llfddlll’mL ﬁﬂd—d'tsﬁ‘l'bﬂﬁeﬁ—OperdthllS are subject to

regulatory requirements of the FDA” s Quality System Regulation, or QSR, for medical devices sold in the United States, set
forth in 21 CFR part 820, and the European Medical Device Directive 93 /42 / EEC and amendments, erMBB;-and the preduets
Products comply to ISO 13485 for nldl]llfddlll’mL for nledlull de\ ices marketed in the ELnopedn Union. In addltlon the







have obtained a manufacturing license from the Cali I(nmd Deparlmem of Public Health, or ( DPH. The FDA and CDPH have
broad post- market and regulatory enforcement powers. We are subject to unannounced inspections by the FDA and the Food
and Drug Branch of CDPH to determine our compliance with the QSR and other regulations, and these inspections may include
the manufacturing facilities of our suppliers. Additionally, our Notified Body, DQS- MED, regularly inspects our manufacturing
,—destg-n—and opcmllondl facilities to ensure ongoing ISO 1 ?485 eompllanec in order to maintain 01:1%( E Mar We-Fa-rl-ufe-te

T—hefe—(nc also tﬂterﬂ&&eﬂa{—prwaey%aws—ﬂ&&t—rmpeseresme&eﬂs—eﬂ—sub]ect to apphcable local regulatlons relatmg to the

environment, waste management and health and safety matters including measures relating to the release, use, storage,
treatment, transportation, discharge, disposal, sale, labeling, collection, use-recycling , treatment storage;-diselosure;
fr&nsfehmd remedlatlon of hazardous substances. As of December 31, 2023 other— there were no materlal capltal
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-- manufacture w1ll



Human C apltal Resourees As part
of the Restructurlng, we initiated a reduction in workforce of approx1mately 160 employees, representing approximately
65 % of our employees, that is expected to be completed by the first quarter of 2024. In compliance with the Worker
Adjustment and Retraining Notification Act, we have provided pre- termination notices to affected employees and
government authorities where requlred We also entered into retentlon arrangements w1th certain employees are-an

eardiae—a-rrhyt-hﬁﬂas—remamed w1th us to assnst with the Restructurlng and operatlons of our left- heart access distribution
business . As of December 31, 26222023 , we had 225-233 employees, of which 230 are full- time employees. As of
December 31, 2023, we have paid $ 0. 7 million of the estimated $ 2. 0 million to $ 3. 0 million in cash expenditures for the
payment of severance and related benefit costs and $ 0 of the estimated $ 3. 0 million to $ 4. 0 million in cash
expenditures for the payment of retention bonuses to certain employees that are assisting with the Restructuring. The
majority of the cash expenditures charges are expected to be incurred in the first quarter of 2024. We believe that the
success of our business will depend, in part, on our ability to attraet-and-retain qualified personnel, especially our
manufacturing personnel. None of our employees are represented by a labor union or are a party to a collective bargaining
agreement. Culture & Values We pride ourselves on being a an-nnevative-company comprised of dedicated and talented
1nd1v1duals -rnel-ust-ry—l-eaders—wmklng together to make a dlStlnLtl\ e lndlk within the medlcal device mdustry euﬁe&m—works

patients, physicians and each othel -0 Courageously pursuing continuous 1mpr0vement o Unlted as one team achieving
excellence; = Tenacious about -rnnev&t—teﬁ—quallty ;= Uncompromising in integrity; and = Science based- talent driven.
Business Ethics & Compliance We are committed to conducting our business affairs with Medtronic, employees ;eustomers-,
suppliers, competitors, the government, the public and our shareholders with honesty and integrity and in accordance with the
highest ethical standards. We believe that one of our most valuable assets is our reputation for integrity, professionalism and
fanness We are focused on ensunng thdt our 1egll comphdnce and rlsk mmgdtlon policies and programs are deugned to hold

Compensatlon & Benefits We care about our employees, then career and overall Wellbems_ We oﬁel competltlve saldnes
comprehensive benefits, paid time off, holidays and an onsite health and wellness program. Company Information We were
incorporated in Delaware on March 25, 2011 as Acutus Medical, Inc. Our principal executive offices and manufacturing
facilities are located at 2210 Faraday Ave., Suite 100, Carlsbad, CA 92008, and our telephone number is (442) 232- 6080. Our
website address is www. acutusmedical. com. The information on, or that may be accessed through, our website is not a part of
this report and the inclusion of our website address in this report is an inactive textual reference only. “ Acutus, ” the “ Acutus ”
logo, “ Acutus Medical, ” the “ Acutus Medical ” logo, “ AcQMap, ” the “ AcQMap " logo, “ AcQBlate, ” the “ AcQBlate ”
logo, “ AcQGuide, ” the “ AcQGuide ” logo ], “ AcQRef, ” the “ AcQRef ” logo, “ SuperMap, ” the “ SuperMap ” logo, “
UNCOVER AF ” and the “ UNCOVER AF ” logo are trademarks or registered trademarks of our company. Our logo and our
other trade names, trademarks and service marks appearing in this report are our property. Solely for convenience, our
trademarks and trade names referred to in this report appear without the ™ or ® symbol, but those references are not intended to
indicate in any way that we will not assert, to the fullest extent under applicable law, our rights or the right of the applicable
licensor to these trademarks and trade names. Other trade names, trademarks and service marks appearing in this report are the
property of their respective owners. We make our Annual Reports on Form 10- K, Quarterly Reports on Form 10- Q, Current
Reports on Form 8- K and amendments to those reports available free of charge at our website as soon as reasonably practicable
after they have been filed with the SEC. Implications of Being an Emerging Growth Company and a Smaller Reporting
Company We are an emerging growth company, as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS



Act. As such, we are eligible for exemptions from various reporting requirements applicable to other public companies that are
not emerging growth companies, including, but not limited to, not being required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act of 2002, or the Sarbanes- Oxley Act, reduced disclosure obligations
regarding executive compensation, and an exemption from the requirements to obtain a non- binding advisory vote on executive
compensation or golden parachute arrangements. In addition, an emerging growth company can take advantage of an extended
transition period for complying with new or revised accounting standards. This provision allows an emerging growth company
to delay the adoption of certain accounting standards until those standards would otherwise apply to private companies. We have
elected to avail ourselves of this provision of the JOBS Act. As a result, we will not be subject to new or revised accounting
standards at the same time as other public companies that are not emerging growth companies. Therefore, our consolidated
financial statements may not be comparable to those of companies that comply with new or revised accounting pronouncements
as of public company effective dates. We will remain an emerging growth company until the earliest of: (i) December 31, 2025;
(i1) the last day of the fiscal year in which we have total annual gross revenue of at least $ 1. 235 billion; (iii) the last day of the
fiscal year in which we are deemed to be a “ large accelerated filer ” as defined in Rule 12b- 2 under the Securities Exchange
Act of 1934, as amended, or the Exchange Act, which would occur if the market value of our common stock held by non-
affiliates exceeded § 700. 0 million as of the last business day of the second fiscal quarter of such year; or (iv) the date on which
we have issued more than §$ 1. 0 billion in non- convertible debt securities during the prior three- year period. We are also a
smaller reporting company as defined in the Exchange Act. We may continue to be a smaller reporting company even after we
are no longer an emerging growth company. We may take advantage of certain of the scaled disclosures available to smaller
reporting companies and will be able to take advantage of these scaled disclosures for so long as our voting and non- voting
common stock held by non- affiliates is less than § 250. 0 million measured on the last business day of our second fiscal quarter,
or our annual revenue is less than $ 100. 0 million during the most recently completed fiscal year and our voting and non-
voting common stock held by non- affiliates is less than § 700. 0 million measured on the last business day of our second fiscal
quarter. Item 1A. Risk Factors. Investing in our common stock involves a high degree of risk. You should consider carefully the
risks and uncertainties described below, together with all of the other information in this Annual Report on Form 10- K,
including the section titled “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations ” and
our consolidated financial statements and related notes before deciding whether to invest in shares of our common stock. The
risks described below are not the only ones facing us. The occurrence of any of the following risks or additional risks and
uncertainties not presently known to us or that we currently believe to be immaterial could materially and adversely affect our
business, financial condition, results of operations and future prospects. Please also see the section titled * Cautionary Note
Regarding Forward- Looking Statements. ” On November 8, 2023, we announced a strategic realignment of resources and
corporate restructuring to reallocate capital from our mapping and ablation businesses to our left- heart access
distribution relationship with Medtronic (i. e., the Restructuring), to maximize the potential for future earnouts and cash
flow. The Restructuring involves streamlining our operations, including the winding down of our mapping and ablation
businesses, as well as a significant reduction in our workforce. Our restructuring activities may divert management’ s
attention from our remaining business operations, which may result in adverse effects on our existing relationships with
our partners and suppliers. If management is unable to successfully manage this transition and associated restructuring
activities, or if we are required to take additional actions to support our business objectives, our expenses may be more
than expected and may vary significantly from period to period and we may be unable to implement our new business
strategy. There can be no assurance that we will avoid disruption in the business and be able to continue to manufacture
at the levels required to earn the potential of the sales earnouts from Medtronic. As a result, our future financial
performance, operations, and prospects may be negatively affected. Following the Restructuring, we are completely
dependent on our sales to Medtronic, as our business model has shifted to solely supporting the manufacturing and
distribution of the Products to Medtronic pursuant to the Distribution Agreement. As our sole line of business is
manufacturing and distributing the Products to Medtronic, our sole revenue stream comes from the sale of Products to
Medtronic at transfer prices specified in the Distribution Agreement and potentially earning the associated earnout
payments we may become eligible to receive from Medtronic under the Asset Purchase Agreement, with earnout
payments beginning in January 2024 and continuing quarterly each quarter thereafter until 2027. As we have no
marketing or sales capabilities of our own, our success depends on Medtronic performing its obligations under the
Distribution Agreement and continuing to market and successfully sell the Products to end- users. There can be no
assurance that Medtronic will be able to, or will, perform its obligations under the Distribution Agreement, or continue
to market and successfully sell the Products. A decision by Medtronic, whether motivated by marketing strategy,
competitive conditions, financial difficulties or otherwise, to significantly decrease the number of Products purchased
from us or to change their manner of doing business with us, could substantially reduce our revenue. The loss of
Medtronic as a strategic partner, including as a result of Medtronic deciding to no longer market and sell the Products,
would have a significantly negative effect on our overall operations and would likely completely eliminate our revenue.
In addition, following our Restructuring, and for the foreseeable future thereafter, we depend on revenue generated
from sales of a single line of products, the left- heart access Products, to a single party, Medtronic. To the extent that our
production of the left- heart access Products or sales thereof by Medtronic are delayed or reduced, or the Products are
not well- received by the market for any reason (including Medtronic’ s failure to successfully market the Products), our
revenue and cash flow would be adversely affected. Larger companies have the ability to manage their risk through
diversification. Following the implementation of the Restructuring, including the winding down of our mapping and
ablation businesses, our business lacks such diversification. The Restructuring reduces our ability to manage risk
through diversification as we are solely reliant on our relationship with Medtronic to generate all our revenue. As a



result, we could potentially be more impacted by factors affecting the medical technology industry in general and us in
particular, than would be the case if our business was more diversified. If there is any disruption to our production, the
Products, or Medtronic’ s ability and willingness to sell the Products, our business, results of operations and financial
condition could be adversely impacted. If our Distribution Agreement with Medtronic terminates upon the occurrence of
the Second Closing or for any other reason, and following the conclusion of the Net Sales Earnout period, we will have no
sources of revenue. Our sole revenue stream comes from the sale of Products to Medtronic at transfer prices specified in
the Distribution Agreement and potentially earning the Net Sales Earnouts we may become eligible to receive from
Medtronic under the Asset Purchase Agreement, with earnout payments beginning in January 2024 and continuing
quarterly each quarter thereafter until 2027. The Distribution Agreement has an initial term ending on the date of the
Second Closing. If the Second Closing has not occurred on or prior to the fourth anniversary of the First Closing, then
the Distribution Agreement will automatically renew thereafter for successive one- year periods, unless either we or
Medtronic provides notice of non- renewal at least 18- days before the end of the then current term. If our Distribution
Agreement terminates upon the occurrence of the Second Closing or for any other reason, and following the conclusion
of the Net Sales Earnout period, we will have no sources of revenue unless Medtronic decides to continue to use us as a
manufacturer of some or all of the Products at transfer prices. We plan to continue to invest in our operations,
vigorously pursue manufacturing improvements, and focus on efficient manufacturing, high quality and reliability so
that we are well positioned to capture manufacturing demands from Medtronic. However, there can be no assurance
that Medtronic will decide to continue to use us as a manufacturer of the Products. In such circumstances, we will have
no sources of revenue and will plan to reduce our operations to those necessary to identify and explore strategic options,
including the sale, license or other disposition of one or more of our remaining assets, technologies or products and wind
down our business. We have no intention of resuming any manufacturing or distribution activities. In the event that our
board of directors determines that a himited-history-operatingliquidation and dissolution of our business is the best
method to maximize stockholder value, we would file proxy materials with the SEC, and schedule an extraordinary
meeting of our stockholders to seek approval of such plan as required. As part of the Restructuring, we wound down our
mapping and ablation businesses and no longer manufacture or distribute the AcQMap Mapping System, the AcQMap
3D Mapping Catheter, the AcQBlate Force- Sensing Ablation Catheter, the AcGuide Max 2. 0 Steerable Sheath, and
associated accessories. We supported AcQMap procedures with a small group of therapy managers through November
30, 2023. In addition, the implementation of our corporate restructuring has reduced our workforce by approximately 65
%. We have incurred $ 16. 4 million out of an estimated $ 21- 32 million of pre- tax restructuring and exit- related
charges, for associated employee severance and benefits, retention bonuses, other restructuring costs and the disposition
of certain assets. We expect to incur additional costs until the Restructuring is complete, which may include additional
severance, inventory liquidation, non- cash asset impairments and contract termination costs. The amount of actual
restructuring, transition and impairment charges may materially exceed our estimates, when determined, due to various
factors outside of our control, including the actual outcomes of discussions and negotiations (a number of which are
currently ongoing) with the counterparties to the contracts we intend to terminate or modify. We could incur significant
liability if we do not successfully negotiate wind down provisions or new terms. For example, on February 2, 2024,
Biotronik SE & Co. KG (“ Biotronik ) sent a Notice of Rescission and Termination (the “ Notice ”) to us. The Notice
provides that Biotronik rescinds and terminates the Bi- Lateral Distribution Agreements entered into with us on May
11, 2020 (the “ Bi- Lateral Distribution Agreements ), effective immediately, based on the alleged repudiation of our
contractual obligations under the Bi- Lateral Distribution Agreements, and alleges damages in an amount to be
quantified by Biotronik. Biotronik has separately alleged that we breached our contractual obligations to it under the
License and Distribution Agreement entered into with us and VascoMed GmbH, Germany on July 2, 2019 (the “ LDA
”), as a result of the wind down of our mapping and ablation businesses and alleges further damages. On February 16,
2024, Biotronik and VascoMed GmbH, Germany (the “ Biotronik Parties ) filed a Demand for Arbitration (the"
Demand') against Acutus with the American Arbitration Association (who notified us of the Demand on February 29,
2024), alleging that we breached our contractual obligations under five agreements relating to the licensing,
manufacturing, distribution and development of medical devices as a result of the wind down of our businesses. The
Biotronik Parties allege that we breached, among other things, our obligations (i) to develop, manufacture, use and
eommereialcommercialize eempany-certain product lines under the LDA and the Manufacturing and Supply Agreement
entered into on Aprll 19 2022 w1th B10tr0n1k (the « MSA ”) %we—fa-x—l—(n) to d1str1bute Biotronik products effeetively

manufacture and supply Acutus products under the Bi - effeeﬁve—ma—&nePLateral Distribution Agreements . as
applicable; and (iii) to use commercially reasonable efforts to perform and complete our grovwth-responsibilities under the
Feasibility and Development Agreement entered into on June 2, 2021 with Biotronik (the “ F & DA ). The claim seeks,
among other relief, $ 38. 0 million in damages, attorney’ s fees, other expenses and costs. Our jurisdiction objection and
any counterclaims are due on April 1, 2024. After that, the parties will appoint beimpeded-and-- an eur-business-arbitral
tribunal and set a procedural timetable. We disagree with the Biotronik Parties’ allegations. We intend to defend ourself
v1g0r0usly and will s‘u-f-feﬁpursue all legal remedles avallable under appllcable laws . Because We—wefe—rneerpef&ted—m




mmeretat 6 od . we may not be able to effeetively
Rpete complete the Restructurlng in the timeframe effeetively—Jn
= ; i o€ d age-otr— or on the terms sales-and-marketing
-rn-fr&struet&fe—te—rﬂere&se-eﬁﬁ or eustemeihbase-m the manner we expect We may not realize, in full or in part, the
anticipated benefits, savings and grow-improvements in our cost structure from our realignment efforts due to
unforeseen difficulties, delays or unexpected costs. If we are unable to reahze the expected operatlonal efﬁclencles and
cost savings from the Restructuring, our business —tden g ret-an

tr&mmg—theﬁa—eﬂ—eﬁﬁpredﬂets— eﬂ—&pphe&b-}e—fee}era-l-results of operatlons and financ1al condltlon would be adversely

bc h&rmed—rﬂe&eeffeﬁs—te—e*p&nd—aﬂd-tr&nfetﬂ%&}es—fﬁeeforced do—to seek bankruptcy protectlon In addltlon, the

Restructuring involves numerous risks, including but not limited to: ° the inability of our remaining business to retain
qualified personnel necessary to effectuate the Restructuring and run the remaining business; ° potential disruption of
the operations of our remaining business and diversion of management’ s attention from such business and operations; °
exposure to unknown, contingent or other liabilities, including litigation arising in connection with the Restructuring; o
negative impact on our business relationships, including but not limited to relationships with our old customers,
suppliers, vendors, and employees; and ° unintended negative consequences from changes to our business profile. Our
ability to continue to have the liquidity necessary to service our debt and meet financial covenants under our amended
and restated credit agreement dated as of June 30, 2022, with related parties Deerfield Private Design Fund III, L. P.
and Deerfield Partners, L. P. (collectively referred to as  Deerfield ” or “ Lenders ) and Wilmington Trust National
Association (“ Wilmington Trust ) as administrative agent (the “ 2022 Credit Agreement ) depends on us generating
sufficient cash, either through cash flows from operations or other financings. While we believe that cash on hand,
distribution revenue from left- heart access Products to Medtronic and future earnouts will generate a-eorresponding
inerease-irrevenue;-sufficient cash flows to service our debt and meet our obligations for the next twelve months, the
foregoing expectation is dependent on a number of factors, including our ability to generate sufficient cash flow from
operations, our ongoing ability to manage our operating obligations and the potential borrowing restrictions imposed by
our Lenders based on their credit judgment. In the event that we are unable to timely service our debt eur—- or higher
fixed-eosts-fund our other liquidity needs, we may slow-need to refinance all our—- or ability-a portion of our indebtedness
before maturity, seek waivers of or amendments to our contractual obligations for payment, reduce eeststnrthefaee-ofa
suddeﬁ—deehﬁe—m—defﬂ&ﬂd—fer— or delay capltal expendltures, hquldate mventory through addltlonal dlscountlng, sell

-4 afre g or -ﬁ*ed—eests—seek other ﬁnancmg
opportunltles There can be no assurance that these options would be avallable to us and our inability to address our
liquidity needs could have-a-matertal-materially and adverse-adversely effeetaffect er-our operations and jeopardize our
business, results of operations and financial condition ane-, including a default under the 2022 Credit Agreement which
could results— result in all amounts outstanding under such facility becoming immediately due and payable. If our
Restructuring is not successful, our board of directors may decide to pursue a liquidation and dissolution of our
business. In such an event, the amount of cash available for distribution to our stockholders, if any, will depend heavily
on the timing of such liquidation as well as the amount of cash that will need to be reserved for commitments and
contingent liabilities, including under our 2022 Credit Agreement. There can be no assurance that the Restructuring will
be successful or that we will realize the anticipated benefits, including achievement of positive cash flow. If the
Restructuring is not successful, our board of directors may decide to pursue an assignment for the benefit of creditors, a
reorganization or a dissolution of the Company and liquidation of all our remaining assets. In such an event, the amount
of cash available for distribution to our stockholders, if any, will depend heavily on the timing of such decision, as with
the passage of time the amount of cash available for distribution will be reduced as we continue to fund our operations.
The process Moreover,the-members—of liquidation may be lengthy, and we cannot make any assurances regarding the
timing of completing such a process. If our board of direet-directors were to approve and recommend, and our
stockholders were to approve, a dissolution and liquidation, we would be required under Delaware corporate law to pay
our outstanding obligations, including any under our 2022 Credit Agreement, as well as to make reasonable provision
for contingent and unknown obligations, prior to making any distributions in liquidation to our stockholders. There is a
substantial likelihood that no cash will be available to distribute to stockholders after paying our debts and other
obligations and setting aside funds for reserves. In addition to our obligations to our Lenders and other creditors, our
financial commitments and contingent liabilities may include: (i) personnel costs, including severance; (ii) contractual
obligations to third parties; (iii) non- cancelable lease obligations; and (iv) potential litigation against us. As a result of
the requirement to reserve for contingencies, a portion of our assets may need to be reserved pending the resolution of
such obligations and the timing of any such resolution is uncertain. In addition, we may be subject to litigation or other
claims related to a dissolution and liquidation. If a dissolution and liquidation were pursued, our board of directors, in
consultation with our advisors, would need to evaluate these matters and make a determination about a reasonable
amount to reserve. Accordingly, holders of our common stock [ could | [ would likely ] lose all or a significant portion of
their remaining investment in the event of a liquidation, dissolution or winding up. Risks Related to Our Business and
the Products The commercial success of the Products, and thus our ability to generate revenue from Medtronic’ s sales
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Our success WrH—éepeﬂd-depends in part on
Medtronic contlnumg to market and successfully sell the Products to end- users, which in turn depends on the acceptance

of enr-the preduets-Products as safe, effective and, with respect to providers, cost- effective. We cannot predict how quickly, if
at all, hospitals, physicians, patients or pdyms will dccept eﬂfthe -pfeduefs—Products or, if dccepted how hequently they will be
used. ©ur-The produets-Products a 6 op-ora

acceptance for some or all of eur-the targeted indications. Hospltals physwlans pdtlents and pdyms must behe\ e that eufthe
-pfedttets—Products oh‘el benefits over altermme treatment methods. Fed b A

-pfedttefs—()ul future g-fewt-h—&ﬂd-prohtablhty ldrs_ely éepeﬂd-depends on eﬂfMedtronlc s ablllty to increase physwmn
awareness of the eursystemand-eurproduets-Products and on the willingness of hospitals, physicians, patients or payors to
adopt them. These parties may not adopt eur-the preduets-Products unless they are able to determine, based on experience,
clinical data, medical society recommendations and other analyses that eur-the pfed-uefs—Products are safe, effective and, with
respect to providers, cost- effective on a stand- alone basis and relative to competitors’ products. Healthcare providers must
believe that eur-the preduets-Products offer benefits over alternative treatment methods. Eventf-we-are-able-to-ratse-awareness;
phystetans-Physicians tend to be slow in changing their medical treatment practices and may be hesitant to select exr-the
produets-Products for reccommendation to their hospitals or patients for a variety of reasons, including: <o long- standing
relationships with competing companies and distributors that sell other products; =-e competitive responses and negative selling
efforts from providers of alternative products; = lack of experience with eur-the produets-Products and-eeneerns-thatwe-are
relativelynew-to-market; <o lack or perceived lack of sufficient clinical evidence, including long- term data, supporting safety
or clinical benefits; and =-° time commltment dnd Sklll dev elopment thdt may be requned to gdm famllmrlty and prohclemy with

our-the pfeduets—Products

utlhze eﬂfthe pfeduefs—Products on only a subset of thelr total patient pOpuldthH or may not adopt eﬂfthe pfeduefs—Products
at all. If wwe-are-Medtronic is not able to effectively demonstrate that the use of eur-the preduets-Products is beneficial in a
broad range of patients, adoption of eurthe preduets-Products will be limited and may not occur as rapidly as we anticipate or
at all, which would have a material adverse effect on our business, financial condition and results of operations. We cannot
assure you that eur-the produets-Products will achieve broad market acceptance among hospitals and physicians. Additionally,
even if eur-the preduets-Products achieve market acceptance, they may not maintain that market acceptance over time if
competing products, procedures or technologies are considered safer or more cost- effective or otherwise superior. Any failure
of enr-the preduets-Products to generate sufficient demand or to achieve meaningful market acceptance and penetration will
harm our future prospects and have a mdterlal adverse effect on our business, fmancml Condltlon and results of operations. Our
reputation ptia G as-among-eleetrophystologists ould also be negatively affected by
safety or eﬂs’femeikend- user satisfaction issues inv 01\ Ing us or eﬂfthe -pfeduefs—Products including product recalls. Any
product recalls or other safety or eustemer-end- user satisfaction issues relating to our reputation could negatively affect eur
Medtronic’ s ability to establish or maintain broad adoption of eur-the preduets-Products , which would harm our future
prospects and have a material adverse effect on our busmess financial Condltlon and results of operations. rmesteases;before
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eompetitors-arc large, well- (,dplldllLL([ companies with significantly greater market shau dnd resources tha-n—we—ha-ve—
Therefore, they eanrmay be able to spend more on product development, manufacturing, marketing, sales and other product
initiatives thamwe-ean. \We alse-believe that the prlnclpal eempete—competltlve factors in the electrophysiology field are:
name recognition; relations witl ; healthcare professionals, customers
and third- party payors; quality and depth of dlstrlbutlon networks; breadth of product lines and the ability to offer
rebates or bundle atimitedrange-ef-products —Seme-of-to offer discounts our— or eompetitors-have—-eontinte-to-other
incentives; capabilities in research and develop-development innovative-, proprietary-manufacturing, clinical trials,
marketing and obtaining regulatory clearance or approval for products ; that-addresssignifieantelinteal-needs-in-a-manter
that—is—sa—fe—dnd effeeﬁve—ﬁnanclal and human resources for paﬁeﬂts—aﬂd-eas-y-—te-—use—fer—phyﬁetaﬁsr—rmfease—the

e%a—pmduu dC\ Lloplmm manufacturlngme}udtﬂg—&&rmg—fese&felir&ﬂd-&eve}epmeﬁt— el-mrea-l—tﬂa-}s—sales and marketlng
and patent prosecution. Our success depends on our ability to: ° obtain and maintain regulatory review-clearances or

approvals; ° leverage our strategic relationship with Medtronic to sell Products to them and potentially earn earnouts
under the Asset Purchase Agreement; ° retain skilled personnel , especially our manufacturing personnel; and marketing-
Belaysiro cost- effectively manufacture the produet-Products intreduetions-. If we or the Products are not able to compete
successfully, our sales to Medtronic may decline and our revenue from Medtronic’ s sales of the Products to end- users
may be reduced, and there eeﬂ-}d-would -have—be a mdtuml adverse effect on our busmus —ﬁ-ﬁaﬁela-l—eeﬁd-rtteﬁ—dnd results of
opuau()ns Our quarterly Ay W q ;




pfe-ﬁ-t&bi-l-rfy—and cash ﬂow may vary ugmhc’mtly in the future and penod to- period comp"lrlsons of our operating results may
not be meaningful. Accordingly, the results of any one quarter or other period should not be relied upon as an indication of
future performance. Our quarterly and annual financial 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. Factors that may cause
fluctuations in our quarterly and dnnual results mclude Wlthout limitation: «-° the level of demand for eufthepfe&uefs

electrophysiology industry and any chan;ae in the competmve ldndscape of eur-the electrophyswlogy industry including

consolidation among market participants eur-eompetitors-or-fatare-partiers—; «-° the coverage and reimbursement policies with
respect to the procedules using eﬂfthe -pfeduefs—Products and potentldl future products that compete with eﬂfthe pfeduefs

res_ulatory approval aﬁd—eeﬁ&mefe%z&ﬁeﬂ—aeﬁvrﬁes—relatmg to eufthe pfed-uefs—Products Whlch may chanoe from time to
time; »-° the cost of manufacturing eurthe preduets-Products , which may vary depending on the quantity of production and the
terms of our agreements with third- party suppliers and-manufaeturers-; - the occurrence of natural disasters, outbreaks of
disease or public health crises such as the COVID- 19 pandemic; «the-timing-and o natare-ofany-futare-acquisitions-orstrategte
partrerships—and-future accounting pronouncements or changes in our accounting policies. Because our quarterly and annual
results may fluctuate, period- to- period comparisons may not be the best indication of the underlying results of our business and
should only be relied upon as one factor in determining how our business is performing. In addition, this variability and
unpredictability could result in our failing 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 may result in a decrease in the price of our common stock. We depend upon third- party suppliers including
single- source suppliers, making us vulnerable to supply disruptions and price fluctuations. We rely on third- party suppliers to
provide us with certain components of our products, some of which are single- source suppliers. In some cases, we do not have
long- term supply agreements with, or guaranteed commitments from, our suppliers, including single- source suppliers. We
depend on our suppliers to provide us and our customers with materials in a timely manner that meet our and their quality,
quantity and cost requirements. These suppliers may encounter problems during manufacturing for a variety of reasons, any of
which could delay or impede their ability to meet our demand. For example, the single- source supplier of raw materials for one
of our historical products was unable to meet our shipment demands during late 2022, which impacted our ability to produce
finished goods. Our suppliers may also cease producing the components we purchase from them or otherwise decide to cease
doing business with us. Any supply interruption from our suppliers or failure to obtain additional suppliers for any of the
components used in eur-the preduets-Products would limit our ability to manufacture eur-the preduets-Products and could have
a material adverse effect on our business, hndnClal condmon dnd results of opeldtlons —The-sueeess-of ourproduets-dependsin




7 &8 as-wel-o ; 3 ; y is subject to significant risks
associated with manufacture distribution and use of medical deV1ce% that are placed 1n§1de the human body, including the risk
that patients may be severely injured by or even die from the misuse or malfunction of eurthe preduets-Products caused by
design flaws or manufacturing defects. In addition, component failures, design defects, off- label uses or inadequate disclosure
of product- related information could also result in an unsafe condition or in the injury or death of a patient. These problems
could lead to a recall or market withdrawal of, or issuance of a safety alert relating to, eur-the produets-Products and could
result in significant costs, negative publicity and adverse competitive pressure. Furthermore, the reporting of product defects or
voluntary recalls to the FDA or analogous regulatory bodies outside the United States could result in manufacturing audits,
inspections and broader recalls or other disruptions to our manufacturing processes. The circumstances giving rise to recalls are
unpredictable, and any recalls of existing or future products could have a material adverse effect on our business, financial
condition and results of operations. We provide a limited warranty that eur-the produets-Products are free of material defects
and conform to specifications, and we offer to repair, replace or refund the purchase price of defective products. As a result, we
bear the risk of potential warranty claims on eur-the produets-Products . In the event that we attempt to recover some or all of
the expenses associated with a warranty claim against us from our suppliers or vendors, we may not be successful in claiming
recovery and any recovery from such vendor or supplier may not be adequate. The medical device industry has historically been
subject to extensive litigation over product liability claims. We may be subject to product liability claims if eurthe produaets
Products cause, or merely appear to have caused, an injury or death, even if due to physician error. In addition, an injury or
death that is caused by the activities of our suppliers such as those that provide us with components and raw materials, or by an
aspect of a treatment used in combination with eur-the preduets-Products such as a complementary drug or anesthesia, may be
the basis for a claim against us by patients, hospitals, physicians or others purchasing or using eur-the prodaets-Products . even
if eur-the preduets-Products were not the actual cause of such injury or death. We may choose to settle any such claims even if
we believe that such injuries were not due to failure of enrthe preduets-Products . An adverse outcome of any such claim
involving one of eur-the produets-Products could result in reduced market acceptance and demand for any or all of eur-the
-pfeduets—Products and could harm our reputatron or-bra y

foregoing problems could drqrupt our bu@rne%% and have a materlal adver%e effect on our business, ﬁnancral condrtron and results
of operations. Although we carry product liability insurance yineluding-for-elinteal-trials-and-produetmarketing-, we can give no
assurance that such coverage will be available or adequate to satisfy any claims. Product liability insurance is expensive, subject
to significant deductibles and exclusions, and may not continue to be available on acceptable terms, if at all. 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, significantly increase our expenses and reduce preduet-our sales to
Medtronic . If we are unable to obtain or maintain insurance at an acceptable cost or on acceptable terms with adequate
coverage or otherwise protect against potential product liability claims, we could be exposed to significant liabilities. Product
liability claims could cause us to incur significant legal fees and deductibles, and claims in excess of our insurance coverage
would be paid out of cash reserves, harming our financial condition and operating results. Defending a suit regardless of its merit
or eventual outcome could be costly, could divert management’ s attention from our business and might result in adverse
publicity, which could result in reduced acceptance of our products in the market, in product recalls or in market withdrawals.
We are required to file adverse event reports under MDR regulations with the FDA which are publicly available on the FDA’ s
website. We are required to file MDRs if eur-the produets-Products we manufacture may have caused or contributed to a
serious injury or death or malfunctioned in a way that could likely cause or contribute to a serious injury or death if it were to
recur. Any such MDR that reports a significant adverse event could result in negative publicity, which could harm our
reputation and Medtronic’ s future sales. See “ — Risks Related to Government Regulation — If any of eur-the produets
Products we manufacture cause or contribute to a death or a serious injury or malfunction in certain ways, we will be required
to report under applicable medical device reporting regulations, which can result in Voluntary corrective actions or agency
enforcement actions. ”” Our operatlons I-ﬁ—bet-h—U—S—and 0 : :




by hespﬁa-ls—a-nd—et-heﬁ the usefs—resurgence of COVID

The mdlkets we serve could see continued impacts from C OVID 19 for the fmeseedble future, and the emergence of new
variants of COVID- 19 creates significant uncertainty as to how long COVID- 19 will continue to impact our business. The
magnitude of the impact of the COVID- 19 pandemic on our productivity, results of operations and financial position, and its
disruption to our business and-ourehnteal-programs-and-timehnes-will depend, in part, on the length and severity of outbreaks,
on restrictions and other measures designed to prevent the spread of COVID- 19 and on our ability to conduct business in the
ordinary course. The uncertainty of future pandemics or resurgences of COVID- 19 could severely impact our business
including: = significant interruptions to, or temporary closures of, our operations, including our manufacturing facility er-eur
eommeretal-organization; <o adverse effects on macroeconomic conditions as well as within the economies and financial
markets of specmc regions in which eﬂfthe pfeduefs—Products are marketed by Medtronlc ;+-° continued deplessed dem"lnd

0therw1se be focused on the conduct of our busmess 1r1c1ud1r10 because of sickness or the desire to dVOld contdct with large
groups of people or as a result of g s_overnment 1mp0sed shelter- in- plaLe or smnldl kamg restrictions; ‘—d-rfﬁeu-l-t-tes—rﬁ

reeruttment-ofqualifiedsales-and o ma o A h ing-to-steniftea
e*p&&d—ew*efﬁﬂffwfekﬂ-efg&rﬁ&ﬁeﬂ;—aﬂd—kmtelrupnon in g-}eba-l-shlppmg that may affect the shlpment of eﬂfthe pfeduefs
Products to Medtronic orthe-transport-ofehinteal-trial-matertals-. U. S. and global markets are experiencing volatility and

disruption following the escalation of geopolitical tensions and the military conflict between Russia and Ukraine and Gaza and
Hamas . Although the length and impact of the ongoing military conflict is highly unpredictable, the conflict in Ukraine and
Israel could lead to market disruptions including significant volatility in credit and capital markets. Addittonaly-Further ,
Russia’ s prior annexation of Crimea, reeentrecognition of two separatist republics in the Donetsk and Luhansk regions of
Ukraine and subsequent military interventions in Ukraine have led to sanctions and other penalties being levied by the United
States, European Union and other countries against Russia, Belarus, the Crimea Region of Ukraine, the so- called Donetsk
People’ s Republic and the so- called Luhansk People’ s Republic, including an agreement to remove certain Russian financial
institutions from the Society for Worldwide Interbank Financial Telecommunication payment system. Additional potential
sanctions and penalties have also been proposed and / or threatened. Ruasstan-In addition, the conflict in Gaza and
surrounding areas has also created economic uncertainty and regional instability, including due to the risk of escalation
into a wider regional conflict, and resulted in the imposition of sanctions targeting Hamas- affiliated individuals and
entities. Such military actions and the resulting sanctions could adversely affect the global economy and financial markets. Any
of the above - mentioned factors could affect our business, prospects, financial condition and operating results. The extent and
duration of the military action, sanctions and resulting market disruptions are impossible to predict, but could be substantial.
Any such disruptions may also magnlfy the impact of other rlsks desgrlbed in this Annudl Repon on F01m 10- K Fhe




pfegfa-ms—el-rmea-l-opemtlons aﬂd—sa-}es—aﬂd-m&rke&ﬂg—effeﬁs—depend on our dblllty to &&faet—aﬁd-retdm h—rg-h-}y—skllled seteﬂt—rsfs—
engineers-and-sales-professionals , especially manufacturing employees . Competition for skilled personnel in our market is

intense, and we have from time to time experienced, and we expect to continue to experience, difficulty in hirirg-and-retaining
employees with appropriate qualifications on acceptable terms, or at all. Many-Most of the companies with which we compete
for experienced personnel have greater resources than we do, and any of our employees may terminate their employment with us
at any time. This is especially true as a result of the Restructuring. [ we hire employees from competitors or other
companies, their former employers may attempt to assert that these employees or we have breached legal obligations, resulting
in a diversion of our time and resources and, potentially, damages. In addition, job candidates and existing employees efterr
eeﬁstder—t-he—are llkely not to value ef—the stock awards they receive 1r1 connectlon w1th then employment —I-thepereetved
b F atd yees-. Furthermore, our
common stock is culrently tmdmg at a price below the exercise price of most of our outstdndmé stock options. As a result, these
L underwater £ options are tess-generally not useful as a motivation and retention tool for our existing employees. If we fa
teattraet-new-personnetor-fail to retain and motivate our current personnel, our business and future growth prospects would be
harmed. Changes to management, including turnover of our top executives, could have an adverse effect on our business.
Our business has experienced significant executive management changes. In July 2023, we announced the departure of
Charlie Piscitello, our Senior Vice President, Chief People Officer, which departure became effective July 14, 2023. In
November 2023, we announced the departure of (i) David Roman, our President and Chief Executive Officer, and Kevin
Mathews, our Senior Vice President, Commercial, which departures became effective January 7, 2024 and (ii) Tom
Sohn, our Chief Administrative Officer, General Counsel and Secretary, which departure became effective February 6,
2024. In November 2023, we also announced the appointment of Takeo Mukai as our Chief Executive Officer, which
appointment became effective January 8, 2024. In addition to his role as Chief Executive Officer, Mr. Mukai continues
to serve as Chief Financial Officer. These leadership changes may be inherently difficult to manage and may hamper our
ability to meet our financial and operational goals as new management becomes familiar with their roles and the
business. Such changes may also result in added costs, uncertainty concerning our future direction, decreased employee
morale, and the loss of personnel with deep institutional knowledge and industry relationships. Any of the foregoing
could result in significant disruptions to our operations and impact our ability to execute on our business plans. Further,
we have increased our dependency on the remaining members of our executive management team to facilitate a smooth
transition in leadership roles. Since our executive officers are at- will employees, they could terminate their employment
with us at any time, and any such departure could be particularly disruptive in light of the recent leadership changes. If
we are unable to mitigate these or other similar risks, our business, results of operations and financial condition may be
adversely affected. Our results of operations could be materially harmed if we are unable to accurately forecast eustomer
Medtronic demand for eur-the preduets-Products and manage our inventory. We seek to maintain sufficient levels of inventory
in order to protect ourselves from supply interruptions, but keep limited components, sub- assemblies, materials and finished
produets-Products on hand. To ensure adequate inventory supply and manage our operations with our third- party
manufacturers and-suppliers, we forecast anticipated materials requirements and demand for eur-the preduets-Products in order
to predict inventory needs and then place orders with our suppliers based on these predictions. Our ability to accurately forecast
demand for eﬂfthe pfeduefs—Products could be negatl\ ely affected by mdny factms including our limited historical

ap v y 6 ategy-product introductions by
competitors, an increase or decrease in eﬂs’femeikMedtronlc demand for eﬂfthe -pfedttets—Products sourfaifure-to-acetrately
foreeast-customer-aceeptanec-of newproduets-, unanticipated changes in general market conditions or regulatory matters and
weakening of economic conditions or consumer conhdence in futule economic conditions. Inventory levels in excess of
eustomer-Medtronic demand -a5-a of-6 d produet-enhaneemen s;-may result in a portion of our
inventory becoming obsolete or explrmg as well as inventory write- downs or write- offs, which could have a material adverse
effect on our business, financial condition and results of operations. Conversely, if we underestimate eusterrer-Medtronic
demand for etrthe preduets-Products or our own requirements for components, subassemblies and materials, our third- party
manufacturers and suppliers may not be able to deliver components, sub- assemblies and materials to meet our requirements,
which could result in inadequate inventory levels or interruptions, delays or cancellations of deliveries to Medtronic eur
eustomers-, any of which would damage our reputation, eustermerrelationships and business. In addition, several components,
sub- assemblies and materials incorporated into etr-the preduets-Products require lengthy order lead times, and additional
supplies or materials may not be available when required on terms that are acceptable to us, or at all, and our third- party
manufacturers and suppliers may not be able to allocate sufficient capacity in order to meet our increased requirements, any of
which could have an adverse effect on our ability to meet eustemter-Medtronic demand for eur-the produets-Products and our
business, our financial condition and our results of operations. The failure of third parties to meet their contractual, regulatory

and other obligations could adversely affect our business. We rely on suppliers, vendors, ettseureing-partners;-eonstltants;
athaneepartrers-and other third parties to researel-develop;-manufacture and eemmeretalize-otr-supply certain components




of the preduets-Products . Using third parties poses a number of risks, such as: (i) they may not perform to our standards or
legal requirements; (ii) they may not produce reliable results; (111) they may not perform ina trmely manner; (1v) they may not
maintain confidentiality of our proprietary information; (v) €isg : o 7
developed-with-etrpartners—v-changes in the cost of these purchases due to mﬂdtron exch'lnge rates, tarlfrs or other r"lctors
and (¥ vi ) disagreements could cause delays in, or termination of, the manufacture and supply researeh-developmentor
eommeretalization-of eur-the produets-Products or result in litigation or arbitration. Moreover, some third parties are located in
markets subject to political and social risk, corruption, infrastructure problems and natural disasters, in addition to country-
specific privacy and data security risk given current legal and regulatory environments. Failure of third parties to meet their
contractual regulatory and other obhgatrons may have a material adverse effect on our business, financial condition dnd results

ha\ e a history of price competrtron and we can give no assurance that we-the transfer prlcmg for our sale of Products to
Medtronic will be able-sufficient to cover achteve-satisfactoryprices-for-ourproduets-or-our costs maintainpriees-at-thetevels
yre-have-historiealy-aehieved- Any decline in the amount that payors reimburse etr-customers for procedures involving the use
of enr-the preduets-Products could make it difficult for customers to continue using or adopting eur-the produets-Products and
could create additional prrcmg pressure for us. If we are rorced to lower the prrce we charge Medtronlc for eu-rethepfed-uefs

business-. lr we are unable to mdmtdm our prices, or 1f our costs increase, for example due to 1ncreased 1r1ﬂat10n dnd we are
unable to offset such increase with an increase in our prices, our margins could erode. We will continue to be subject to
srgmhc’mt pricing pressure Wthh could harm our business, hn’lncral condrtlon and results or operatrons We-have-stgnifteant

requned to vacate a r"lcrhty, we may be unable to manufacture eur-the pfed-uefs—Products or we mdy experience del"lys n
production or an increase in costs, which could adversely affect our results of operations. We currently maintain our researeh
and-development-manufacturing and-admintstrative-operations in a building located in Carlsbad, California, and we do not have
redundant facilities. Should our building be significantly damaged or destroyed by natural or man- made disasters such as
earthquakes, fires (both of which are prevalent in California) or other events, it could take months to relocate or rebuild, during
which time our employees may seek other positions, our researeh;-development-and-manufacturing would cease or be delayed ,
and our products may be unavailable. Because of the time required to authorize manufacturing in a new facility under federal,
state and non- U. S. regulatory requirements, we may not be able to resume production on a timely basis even if we are able to
replace production capacity. While we maintain property and business interruption insurance, such insurance has limits and
would not cover all damages, including losses caused by earthquakes or losses we may suffer due to eur-the produets-Products
being replaced by competitors’ products. The inability to perform our researeh-development and manufacturing activities if our
facilities become inoperable, combined with our limited inventory of materials and components and manufactured preduets
Products ., may cause physicians to discontinue using eut-the prodaets-Products or harm our reputation with Medtronic , and
we may be unable to re- establish a good relationships— relationship with Medtronic suehphystetans-in the future.
Consequently a catastrophrc event at our current hcrhty or any future facilities could have a material ad\ erse eﬁect on our




manufacturing eur-the pfed-uefs—Products n commeIcml quantltles which could harm our business. Because we have only
limited experience in manufacturing eur-the produets-Products in commercial quantities, we may encounter production delays
or shortfalls. Such production delays or shortfalls may be caused by many factors, including the following: =-eur an intent to
expand our manufacturing capacity, as a result of which our production processes may have to change; «-° key components of
otr-the preduets-Products are provided by a single supplier or limited number of suppliers, and we do not maintain large
inventory levels of these components; if we experience a shortage or quality issues in any of these components, we would need
to identify and qualify new supply sources, which could increase our expenses and result in manufacturing delays; = a delay in
completing validation and verification testing for new controlled environment rooms at our manufacturing facility; - state and
federal regulations including the FDA” s QSR for the manufacture of eur-the produets-Products , noncompliance with which
could cause an interruption in our manufacturing; and e «-attraetionand-retention of qualified employees for our operations in
order to significantly increase our manufacturing output. If we are unable to keep up with demand for etrthe preduets-Products
, our-growth-eould-be-impaired;-and-market acceptance for eur-the preduets-Products could be harmed and physicians may
instead elect to use our competitors’ products. Our inability to successfully manufacture eur-the preduets-Products in sufficient
quantities would materially harm our business. In addition, our manufacturing facility and processes and those of our third- party
suppliers are subject to unannounced FDA and state regulatory inspections for compliance with the QSR. Developing and
maintaining a compliant quality system is time consuming and expensive. Failure to maintain compliance with, or not fully
complying with the requirements of the FDA and state regulators, could result in enforcement actions against us or our third-
party suppliers, which could include the issuance of warning letters, seizures, prohibitions on product sales, recalls and civil and
criminal penaltles any one of which could significantly 1mpdct our mdnul‘dctunng supply and impair our financial results =

medical
device mdustry could ha\ e an adverse effect on our revenue and results of operatlons Many medlcdl dewce companies are
consolidating to create new companies with greater market power. As the medical device industry consolidates, competition to
provide goods and services to industry participants will become more intense. These industry participants may try to use their
market power to negotiate price concessions or reductions for eur-the preduets-Products from Medtronic, which may in turn
reduce the price of the Products we charge Medtronic . If we reduce our prices because of consolidation in the healthcare
mdustry, our revenue Would decrease, which could have a materlal adverse effect on our business, financial condltlon and results







Products have not been establlshed with precision and may be smaller than we estimate. Our estimates of the total addressable

markets for the eur-eurrentproduets-Products and-produets-under-developmentarc based on a number of internal and third-
party estnnates 1ncludlnv without limitation, the number of transseptal crossmgs p&t—teﬂ-ts—wﬁh—e&fdtae—afrhyt-hfmas—aﬂd-ﬂ%e

procedures v W v y
underlying our estimates are 1edsonable these assumptions and estimates may not be correct and the condmons supporting our
assumptions or estimates may change at any time, thereby reducing the predictive accuracy of these estimates. As a result, our
estimates of the total addressable market for the eureurrentor-future-produets-Products may prove to be incorrect. If the actual
number of patients who would benefit from eurthe produets-Products , the price at which we can sell the produets-Products to
Medtronic or the total addressable market for eur-the prodaets-Products is smaller than we have estimated, it may impair our
sales grewth-to Medtronic and have an adverse impact on our business. The use, misuse or off- label use of eur-the produets
Products may result in injuries that lead to product liability suits, which could be costly to our business. Gur-The produets
Products have been cleared by the FDA for certain indicated uses the-treatment-ofeomplex-heart-arrhythmtas-. [f physicians
expand the patient population in which they elect to use etr-the preduets-Products that is outside of the intended use approved
or cleared by the FDA, then the use, misuse or off- label use of eur-the preduets-Products may result in outcomes and adverse

ev ents 1ndudlno stroke and death, potentldlly leadlng to plOdllLt liabil 1ty claims. Weeﬁr—pfeduefs—&fe—ne{—rﬂd-teafed—fer—use—m—&l-}

6 W annot prevent a physmdn fronl using eufthe pfe&uefs—Products for
oﬁ ldbel dpphcatlons or usnm Components or ploducts that are not eﬁ-ﬁcompatlble with the pfe&uefs—Products —In-addition;
We-eatHo P rred-b or-thetr-peers-prior-te 6 6 . C ompllcatlons 1esult1n0 from




our 2022 C Iedlt A(neement require us to meet certain operating and financial covenants and place restrictions on our opemtmo
and financial flexibility. If we raise additional capital through debt financing, the terms of any new debt could further restrict
our ability to operate our business. On June 30, 2022, we amended and restated our prior debt facility under the 2019 credit
agreement with the 2022 Credit Agreement, which provided us with a senior term loan facility in aggregate principal amount of
$ 35. 0 million . On August 4, 2023, we entered into Amendment No. 1 (“ Amendment No. 1 ”) to the 2022 Credit
Agreement with Deerfield. Pursuant to Amendment No. 1, the 2022 Credit Agreement was amended to decrease the
amount of cash we are required to maintain pursuant to the minimum liquidity covenant in the 2022 Credit Agreement
t0 $ 5, 000, 000 for a period of 18 months, at which point the amount required under the minimum liquidity covenant
shall increase to $ 20, 000, 000 (or, if certain conditions are met, $ 10, 000, 000), in exchange for a fee paid by us. On
November 8, 2023, we entered into Amendment No. 2 (“ Amendment No. 2 ) to the 2022 Credit Agreement with
Deerfield. Pursuant to Amendment No. 2, the 2022 Credit Agreement was amended to, among other things: (i) adjust
and increase the amortization schedule such that payments commence on June 30, 2024 and are made 12, 24 and 36
months (i. e., the scheduled maturity date) following June 30, 2024; (ii) limit the business activities the Company may
engage in; and (iii) require us to maintain a minimum liquidity of $ 10, 000, 000 at all times, in exchange for fees paid by
us. On March 4, 2024, we entered into Waiver and Amendment No. 3 (“ Amendment No. 3 ”) to the 2022 Credit
Agreement. Previously, on February 16, 2024, the Biotronik Parties filed the Demand against us with the American
Arbitration Association, alleging that we breached our contractual obligations under five agreements relating to the
licensing, manufacturing, distribution and development of medical devices as a result of the wind down of our businesses.
Pursuant to Amendment No. 3, Deerfield has agreed to waive any Default or Event of Default (each defined in the 2022
Credit Agreement) that has arisen or may arise in connection with the Demand. In addition, pursuant to Amendment
No. 3, among other things, (i) the 2022 Credit Agreement was amended such that (x) a Change in Control (as defined in
the 2022 Credit Agreement) under the 2022 Credit Agreement would not be deemed to occur in the event our common
stock ceases to be listed on Nasdaq (without a comparable re- listing) (a “ Delisting ) and (y) exposure incurred in excess
of $ 3. 0 million in respect of proceedings in relation to the Demand and / or related proceedings and / or between such
parties is deemed an Event of Default (as defined in the 2022 Credit Agreement) under the 2022 Credit Agreement. Our
payment obligations under the 2022 Credit Agreement reduced cash available to fund working capital, capital expenditures,
manufacturing researeh-and-development-and general corporate needs. In addition, indebtedness under the 2022 Credit
Agreement bere-bears interest at a variable rate, making us vulnerable to increases in market interest rates. If market rates
increase, we will have to pay additional interest on this indebtedness, which would further reduce cash available for our other
business needs. Our obligations under the 2022 Credit Agreement are secured by substantially all of our assets and the assets of
our wholly- owned subsidiary. The security interest granted over our assets could limit our ability to obtain additional debt
financing. In addition, the 2022 Credit Agreement contains customary affirmative and negative covenants restricting our
activities, including limitations on: = dispositions, mergers or acquisitions; encumbering our intellectual property; = incurring
indebtedness or liens; =-° paying dividends or redeeming stock or making other distributions; «-o making certain investments; +-°
liquidating our company; --° modifying our organizational documents; = entering into sale- leaseback arrangements; and, =-°
engaging in certain other business transactions. In addition, we are required to maintain a minimum liquidity amount of § 26-10 .
0 million. Failure to comply with the covenants in the 2022 Credit Agreement, including the minimum liquidity covenant, could
result in the acceleration of our obligations under the 2022 Credit Agreement, and, if such acceleration were to occur, would
materially and adversely affect our business, financial condition and results of operations. We may not have sufficient funds, and
may be unable to arrange for additional financing, to pay the amounts due under our debt arrangement. The obligations under
the 2022 Credit Agreement are subject to acceleration upon the occurrence of specified events of default, including payment
default, change in control, bankruptcy, insolvency, certain defaults under other material debt, certain events with respect to
regulatory approvals and a material adverse change in our business, operations or other financial condition. If an event of default
(other than certain events of bankruptcy or insolvency) occurs and is continuing, Wilmington Trust may declare all or any
portion of the outstanding principal amount of the borrowings plus accrued and unpaid interest to be due and payable. Upon the
occurrence of certain events of bankruptcy or insolvency, all of the outstanding principal amount of the borrowings plus accrued
and unpaid interest will automatically become due and payable. The 2022 Credit Agreement also provides for final payment
fees efamaddittonal $1-9-milltenthat are due upon prepayment, on the maturity date or upon acceleration, as well as
prepayment penalties. Our outstanding indebtedness and any future indebtedness combined with our other financial obligations
could increase our vulnerability to adverse changes in general economic, industry and market conditions, limit our flexibility in
plannm;: f01 or readmg to, changes in our busmess and the 1ndust1y and 1 1mp0se a competltlve dlsddvcmtd;:e compmed to our




ﬁﬂ&ﬂei&l—eﬁftdtﬁoﬂ-aﬁd—fe&&ts—e-ﬁoper&t—toﬂs— Taxrng authorities may successfully assert that we should have collected or in the

future should collect sales and use, gross receipts, value added or similar taxes and may successfully impose additional
obligations on us, and any such assessments or obligations could adversely affect our business, financial condition and results of
operations. We have not historically collected sales and use, gross receipts, value added or similar taxes, although we may be
subject to such taxes in various jurisdictions. One or more jurisdictions may seek to impose additional tax collection obligations
on us, including for past sales. A successful assertion by a state, country or other jurisdiction that we should have been or should
be collecting additional sales, use or other taxes on our servrces could a1nong other thrngs result in substantial tax liabilities for

past sales, create significant administrative burdens for us z ets-or otherwise harm
our business, results of operations and financial condition. Our ab111ty to utilize our net operatlng loss carryforwards may be
limited. As of December 31, 2022-2023 , we had U. S. federal and state net operating loss, or NOL, carryforwards of
approximately $ 398-435 . 5-8 million and $ +62-128 . 6-0 million, respectively. We may use these NOLs to offset against
taxable income for U. S. federal and state income tax purposes. If not utilized, our U. S. federal NOLs (and our state NOLs in
conforming states) arising in taxable years beginning before 2018 will begin to expire in 2031. Deductibility of U. S. federal
NOLs arising in taxable years beginning after 2017 may be carried forward 20 years and are limited to 80 % of our taxable
income before the deduction for such NOLs. Additionally, Section 382 of the Internal Revenue Code of 1986, as amended, may
limit the NOLs we may use in any year for U. S. federal income tax purposes in the event of certain changes in ownership of our
company. A Section 382 “ ownership change ” generally occurs if one or more stockholders or groups of stockholders who own
at least 5 % of'a company’ s stock increase their ownership by more than 50 percentage points over their lowest ownership
percentage W1th1n a rollrng three- year per1od Srmrlar rules may apply under state tax laws We—have—net—eﬁnd-uefed—a—Seet—teﬁ

In add1tlon future issuances or sales of our stock, 1nclud1ng certarn transactrons 1nvolv1ng our stock that are outs1de of our
control, could result in future “ ownership changes. ” “ Ownership changes ” that have occurred in the past or that may occur in
the future could result in the imposition of an annual limit on the amount of pre- ownership change NOLs and other tax
attributes we can use to reduce our taxable income, potentially increasing and accelerating our liability for income taxes, and
also potentially causing those tax attributes to expire unused. Any limitation on using NOLs could, depending on the extent of
such limitation and the NOLs previously used, result in our retaining less cash after payment of U. S. federal and state income
taxes during any year in which we have taxable net income than we would be entitled to retain if such NOLs were available as
an offset against such income for U. S. federal and state income tax reporting purposes, which could adversely impact operating
results. 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 eur-the produets-Products , as well as for accounting, data storage, compliance, purchasing and
inventory management. We do not have redundant information technology systems at this time. Our information technology
systems may be subject to computer viruses, ransomware or other malware, attacks by computer hackers, 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 any number of unintentional events that could involve 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
could disrupt our operations, including our ability to trmely ship and track product orders, project inventory requirements,
manage our supply chain and otherwise adequately service Medtronic euretstomers-or-disruptotr-eustonters— s abrhty to use
eur-the produets-Products for treatments. In the event we experience significant disruptions, we may be unable to repair our
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. To the extent that any
disruption or security breach were to result in a loss of, or damage to, our data or applications, or result in inappropriate
d1sclosure of conﬁdentral or propr1etary 1nformat10n we could incur liability ;end-the-farther-development-and

a P . Currently, we carry business interruption coverage to mitigate
certarn potentlal losses, but this insurance is lrnnted in arnount and may not be sufficient in type or amount to cover us against
claims related to security breaches, cyber- attacks and other related data and system disruptions. We cannot be certain that such
potential losses will not exceed our policy limits, whether insurance will continue to be available to us on economically
reasonable terms, or at all, or whether any insurer will not deny coverage as to any future claim. In addition, we may be subject
to changes in our insurance policies, including premium increases or the imposition of large deductible or co- insurance
requirements. 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. Security breaches, loss of data and other disruptions could compromise
sensitive information related to our business or eut-etstomers-patients-er-prevent us from accessing critical information and
expose us to liability, which could adversely affect our business and our reputation. The information tr-the-ordinary-eotrse-of
our-business;-we may-beeome-exposed-to;or-eoHeet-and-store-stored —h1stor1cally includes sensitive data , including
procedure- based information , and legally protected health information, insurance information and other potentially personally
identifiable information. We also store sensitive intellectual property and other proprietary business information. Although we
take measures to protect sensitive information from unauthorized access or disclosure, our information technology, or IT, and




infrastructure, and that of our third- party billing and collections provider and other technology partners, may be vulnerable to
cyber- attacks by hackers or viruses or breached due to employee error, malfeasance, social engineering (including phishing),
ransomware, supply chain attacks and vulnerabilities through our third- party partners, credential stuffing, efforts by individuals
or groups of hackers and sophisticated organizations including state- sponsored organizations, bug or security vulnerabilities in
the software or systems on which we rely or other disruptions. We rely extensively on IT systems, networks and services
including internet sites, data hosting and processing facilities and tools, physical security systems and other hardware, software
and technical applications and platforms, some of which are managed, hosted, provided and / or used by third parties or their
vendors to assist in conducting our business. A significant breakdown, invasion, corruption, destruction or interruption of critical
information technology systems or infrastructure by our workforce, by others with authorized access to our systems or by
unauthorized persons could negatively impact operations. The ever- increasing use and evolution of technology including cloud-
based computing creates opportunities for the unintentional dissemination or intentional destruction of confidential information
stored in our or our third- party providers’ systems, in portable media or in storage devices. We could also experience a business
interruption, a theft of confidential information or the reputational damage from industrial espionage attacks, malware or other
cyber- attacks, which may compromise our system infrastructure or lead to data leakage either internally or at our third- party
providers. Although the aggregate impact on our operations and financial condition has not been material to date, we have been
the target of events of this nature and expect them to continue as cybersecurity threats have been rapidly evolving in
sophistication and becoming more prevalent in the industry. We are investing in protections and monitoring practices of our data
and IT to reduce these risks and we continue to monitor our systems on an ongoing basis for any current or potential threats.
There can be no assurance, however, that our efforts will prevent breakdowns or breaches to our or our third- party providers’
databases or systems that could materially and adversely affect our business, financial condition and results of operations.
Additionally, we cannot be certain that any insurance coverage that we may maintain will be adequate or otherwise protect us
with respect to claims, expenses, fines, penalties, business loss, data loss, litigation, regulatory actions or other impacts arising
out of security breaches or other disruptions, or that such coverage will continue to be available on acceptable terms or at all.
Any of these results could adversely affect our business, financial condition and results of operations. We-reeetve;generate-and




v 6 5 —Certain of our operating results and financial
metrics may be difficult to predict as a result of seasonality. While we have not yet experienced significant seasonality in our
results, it is not uncommon in our industry to experience seasonally weaker revenue during the summer months and end- of-
year holiday season. We may be affected by seasonal trends in the future ;-parttentarty-as-our-business-matares-. Additionally,
this seasonality may be reflected to a much lesser extent, and sometimes may not be immediately apparent, in eur-the revenue
we generate from Medtronic . To the extent we experience this seasonality, it may cause fluctuations in our operating results
and financial metrics and make forecasting our future operating results and financial metrics more difficult . Climate- related
events and other such similar events could harm our business. Natural disasters, disease outbreaks and pandemics,
power shortages, terrorism, political unrest, telecommunications failure, vandalism, geopolitical instability, war, climate-
related events, and other events beyond our control could negatively impact our operations or otherwise harm our
business. Such events may result in damage or loss of service to assets that our operations rely on, cause delays in
Product availability, or result in losses of critical data, any of which may adversely impact our operations. In addition,



the impacts of climate- related events on the global economy and our industry are rapidly evolving. Physical impacts of
climate- related events (including but not limited to floods, droughts, more frequent or intense storms and wildfires), or
chronic changes (such as droughts, heat waves or sea level changes) in climate patterns can adversely impact our
operations, as well as the operations of our suppliers and Medtronic. Our facilities and offices may be adversely
impacted by natural disasters, including those intensified by climate change. Our locations, and those of Medtronic and
our suppliers, can be disrupted by droughts, extreme temperatures, fires, flooding and other climate change- related
risks, as well as earthquakes, actions by utility providers, and other catastrophic events such as an actual or threatened
public health emergency. If a catastrophic event occurs at or near any of our offices, or utility providers or public health
officials take certain actions (e. g., shut off power to our facilities), our operations may be interrupted, which could
adversely impact our business and results of operations. If a catastrophic event impacts a significant number of our
suppliers, or our ability to manufacture the Products for Medtronic, our business and results of operations could be
adversely impacted. Longer term physical impacts may also result in changing end- user preferences, which may
adversely impact demand for certain of the Products. Transition impacts of climate- related events may subject us to
increased regulations, reporting requirements, standards or expectations regarding the environmental impacts of our
business. Failure to disclose accurate climate- related events information in a timely manner may also adversely affect
our reputation, business, or financial performance . Risks Related to Our Financial Position and Need for Additional Capital
We historically have incurred net losses since our inception in March 2011. For the years— year ended December 31, 2022

2023 and2624-, we-continuing operations had anet loss of $ 39-11 . 69 million and $HFF-mitlien;respeetivelyand-we
expeet-to-continte-to-ineur-additional-net-tosses-for atdeastthe nextseveral-years— year ended —As-aresult-of theselosses;-as-of

December 31, 2022 , continuing operations had net income of $ 28. 8 million, and our new business following the
Restructuring may not be profitable or continue to generate any revenue. As of December 31, 262+2023 , we had an
accumulated deficit of $ 548-600 . 3-0 million and-$4F8—Fmillien;respeetively-. Our operations have been financed primarily
by aggregate net proceeds from the sale of equity and debt securities, as well as other indebtedness. Gur-Historically, our losses
and accumulated deficit have primarily been due to the significant investments we have made in our sales and marketing
organization, clinical trials designed to provide clinical evidence of the safety and efficacy of our products and research and
development and regulatory affairs to develop our products and support appropriate regulatory submissions. We-In the past, we
have also invested in acquisitions of businesses, products and technologies that we believe eemplement-complemented or
expand-expanded our historical portfolio, enhanee-enhanced our technical capabilities or otherwise effer-offered growth
opportunities. In addition , historically , we have experienced negative gross margins treeeft-pertods-as a result of significant
investments in our infrastructure to support our commercial launch and to enable our production volumes to scale . On
November 8, 2023, we announced a strategic realignment of resources and corporate restructuring to reallocate capital
from our mapping and ablation businesses to our left- heart access distribution relationship with Medtronic (i. e., the
Restructuring), to maximize the potential for future earnouts and cash flow. The Restructuring involves streamlining
our operations, including the winding down of our mapplng and ablatlon busmesses, as well as a 51gn1ﬁcant reduction in

our workforcebﬂﬁness—gfews— We €

cannot assure you lhdl we will achieve pro lldblllly in the lulule or that, if we do become profitable, we will sustain plO[lldblllly
Our failure to achieve and sustain profitability in the future would make it more difficult to finance our business and accomplish
our strategic objectives, which would have a material adverse effect on our business, financial condition and results of
operations. In order to support our continued operations and-the-growth-ofour-bustness-, we need may-seelto raise additional
(,dplldl W hlch may-will not llkely be available to us on acceptable terms, or at all. Hlstorlcally We—expeet—ea-ptta-l—e*peﬂd-&ufes
a aob OV v a v/ a a W SRV,
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we-expeet-willeontinte-to-be;-investment in our commercial organization and 1leth expenses, CllnlCdl research and

development services, laboratory and related supplies, legal and other regulatory expenses, general administrative costs and

working capital. In addition, in the past, we have-acquired ;and-may-in-the-fatureseekto-aequire-ortnvestimadditional

busmcsscs products or leehnologles that we Ja(-)l-te«fe—belleved could Lomplemenl or L\pand our p01l[0110 ulhamc our Iuhnledl

see-the seeﬁeﬂ—&t-}edLMaﬁ&gemeﬁt—s—Btseussreﬁ—Restructurlng is 1ntended to reduce our operatlng expenses and Ana-l-yas
of Finanetal-Condition-optimize our cash resources by allowing us to focus exclusively on the manufacturing and Results

distribution of the left- heart access Products to Medtronic and continue to generate revenue from such sales and
potentially earn the associated earnout payments, we may need to raise additional capital to fund our Operations
operations , —Higtidity-and such additional funding is not likely to be available on acceptable terms, or at all. Following
the Restructuring, we expect our primary uses of €apital-capital Reseurees—>Beeause-ofto be [ investments in
manufacturing and distributing these--- the left- heart access Products to Medtronic and related expenses, raw materials
and supplies, legal and other faetors-regulatory expenses general admlnlstratlve costs We—expeet—te-eeﬂﬁﬂﬁe—te—rneuf
substantial-nettosses-and working capital | negativ v ars-. Our future
liquidity and capital funding requirements will depend on numerous factors, including: «-> Medtronic’ s success in selling the
Products and our revente-growth-ability to achieve earnouts pursuant to the Asset Purchase Agreement with Medtronic ;




propertyrights;=-our dbrhty to retain our current employees and
seteﬂfrﬁe—&ﬁd—medtea-l—pefseﬂnel-especlally our manufacturmg employees ‘—t'he—teﬂﬂs—dnd fmﬂg—ef—&ny—ee-l-}abefafwe—
hee—debt service requlrements —‘—t-l‘re-e*teﬂt—te—wh-teh—we—&eqtufe-ef
. If we determine to raise additional
tunds we may do so through equlty or debt hmncmos 1fwh1eh—ma—y—net—be—a allable to us at all enthe-timingneeded-oron
terms-that-we-deemto-be-faverable- To the extent that we raise additional capital through the sale of equity or convertible debt
securities, the ownership interest of our stockholders will be diluted, and the terms of these securities may include liquidation or
other preferences that adversely affect the rights of existing common stockholders. Debt financing and preferred equity
financing, if available, may involve agreements that include covenants limiting or restricting our ability to take specific actions
such as incurring additional debt, making acquisitions or capital expenditures or declaring dividends. If we are unable to
maintain sufficient financial resources, our business, financial condition and results of operations will be materially and
adversely affected, including potentially requiring us to delay, limit, reduce or terminate eeﬁ&rn—e—f—our manufacturlng pfed-uet—

diseevefy—and deve}epﬂ‘reﬂt—dlstrlbutlon actn ities ©

whenw : ; achieve-more-favora As ot December 31 %92—2—2023 aﬁd%@%l— we had $ —7’-9—29 4 million
and-$1079-millien;respeetively-, in cash, cash equivalents , restricted cash and marketable securities. While we believe our
existing cash, cash equivalents and marketable securities dnd anticipated cash earnouts generated from Medtronie’ s sales of
otr-the preduets-Products will be sufficient to meet our anticipated cash needs for at least 12 months following the date of this
Annual Report on Form 10- K, we cannot assure you that we will be able to generate sufficient liquidity as and when needed, or
that revenue from Medtronic’ s commercial sales will be adequate to fund our operating needs or achieve or sustain
profitability. 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. Changing circumstances, some of which may be beyond our control, could cause us to
consume capltal ugmhcmtly taster than we currently dnt1c1pate and we mdy need to seek additional funds sooner than

urrent pfeduefs—Products that we
manufacture are subject to extensive regulatlon by the FDA in the United States our Notified Body in the European Union and
certain other non- U. S. regulatory agencies. Complying with these regulations is costly, time- consuming, complex and
uncertain. Government regulations specific to medical devices are wide- ranging and include, among other things, oversight of:

«o product design, development, manufacture (including our suppliers) and testing; o «laberatorypreelinteal-and-elinteal-trials:
~—pr0duct safety and effectlveness o product ldbelmg o product storage and shrppmg o record keeping; ° ‘-pfefﬂ&fket-

order to sell eu:tethe -pfeduets—Products in member countries of the EEA eu-lethe pfed-uets—Products must comply Wlth the
essential requirements of the Medical Device Directive, or MDD. Compliance with these requirements is a prerequisite to be
able to affix the CE Mark to eur-the produets-Products , without which they cannot be sold or marketed in the EEA. To
demonstrate compliance with the essential requirements, we must undergo a conformity assessment procedure which varies
according to the type of medical device and its classification. Except for low- risk medical devices (Class I non- sterile, non-



measuring devices) where the manufacturer can issue an European Commission Declaration of Conformity based on a self-
assessment of the conformity of its products with the essential requirements of the MDD, a conformity assessment procedure
requires the intervention by a Notified Body. Depending on the relevant conformity assessment procedure, the Notified Body
would typically audit and examine the technical file and the quality system for the manufacture, design and final inspection of
our devices. The Notified Body issues a certificate of conformity following successful completion of a conformity assessment
procedure conducted in relation to the medical device and its manufacturer and their conformity with the essential requirements.
This certificate entitles the manufacturer to affix the CE Mark to its medical devices after having prepared and signed a related
EC Declaration of Conformity. If we fail to remain-be in compliance with applicable European laws and directives, we would be
unable to eentime-to-affix the CE Mark to otr-the pfeduets—Products which Would prevent tts—Medtromc from %ellmg them
within the EEA. F urther aH-o ;

comply with applrcable U.S. requnement% regardmg, for example pfemeﬁng—manufacturmg or labelmg eﬂfthepfeel-ue’fs
Products , may subject us to a variety of administrative or Judrcral actions and sanctions, such as Form 483 observations,
warning letters, untitled letters, product recalls, product seizures, total or partral %quenqron of productron or drqtrrbutron
injunctions, fines, civil penalties and criminal prosecution —Fh o-elea &4 att
Any enforcement action by the FDA and other comparable non- U. S. regulatory agencies could have a material [ adverse effect
on our business, financial condition and results of operations. Our failure to comply with applicable regulatory requirements
could result in enforcement action by the FDA or state or international agencies, which may include any of the following
actions: = untitled letters, warning letters, fines, injunctions, consent decrees and civil penalties; - unanticipated expenditures
to address or defend such actions; = customer notifications for repair, replacement or refunds; +-° recall, detention or seizure of
otr-the preduets-Products ; <o operating restrictions or partial suspension or total shutdown of production; «-o refusing or
delaying enrrequests for 510 (k) clearance or Premarket Approval, or PMA , of rew-preduets-or-modified products; =
operating restrictions; +-° withdrawing 510 (k) clearances or PMA that have already been granted; =-° refusal to grant export
approval for eurthe preduets-Products ; or ° criminal prosecution. If any of these events were to occur, it would have a
materral and adver%e effect on our business, frnancral condrtron and reqult% of oper ations —’Phe—F-BA—and—t-he—Fedefa-l—’Fmde

eotreetions-orrestitttions-. Our operatronq are %ubJect to pervasrve and contmumg FDA regulatory requrrementq Medrcal
devices regulated by the FDA are subject to “general-controls Z-which include: registration with the FDA; listing commercially
distributed products with the FDA; complying with current Good Manufacturing Processes under QSR; filing reports with the
FDA, and l(eeping records relative to certain types of adverse events associated with devices under the medical device reporting
regulation; assuring that device labeling complre% with device labelmg requrrements and reportmg certam devrce freld
removals and corrections to the FDA +# g : v ;

medrcal devrce 1ndu§try is now experiencing greater %crutmy and regulatron by federal state and foreign governmental
authorities. Companies in our industry are subject to more frequent and more intensive reviews and investigations, often
involving the marketing, business practices and product quality management. Such reviews and investigations may result in
civil and criminal proceedings; the imposition of substantial fines and penalties; the receipt of warning letters, untitled letters,
demands for recalls or the seizure of etr-the preduets-Products ; the requirement to enter into corporate integrity agreements,
stipulated judgments or other administrative remedies; and could result in our incurring substantial unanticipated costs and the
diversion of key personnel and management’ s attention from their regular duties, any of which may have a material and adverse
effect on our business, financial condition and results of operations, and may result in greater and contmumg governmental
%crutmy of our business in the future. ; alsta S1g WS-8

d1ff10ult and co%tly for us to obtam regulatory clearance or appr oval of the eur—p-lam&ed—er—ftrﬁufe—pfeduets—Products and to
manufacture ymarket-and distribute enr-the preduets-Products to Medtronic 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 jand manufacture and-marketing-of regulated products or the reimbursement thereof. In addition, FDA
regulations and guidance are often revised or reinterpreted by the FDA in ways that may significantly affect our business and
otr-the produets-Products we manufacture . Any new regulations or revisions or reinterpretations of existing regulations may




impose additional costs or lengthen review times efplanned-erfutare-produets-. It is impossible to predict whether legislative
changes will be enacted or FDA regulations, guidance or interpretations will change, and what the impact of such changes, if
any, may be. In addition, on April 5, 2017, the European Parliament passed the MDR Medieal-DevieesRegutatton{ Regulation
2017 / 745), which repeals and replaces the MDD. Unlike directives, which must be implemented into the national laws of the
EEA member states, the regulations would be directly applicable, i. e., without the need for adoption of EEA member state laws
implementing them, in all EEA member states, and are intended to eliminate current differences in the regulation of medical
devices among EEA member states. The MDR Medieal- DevieesRegulation-, among other things, is intended to establish a
uniform, transparent, predictable and sustainable regulatory framework across the EEA for medical devices and to ensure a high
level of safety and health while supporting innovation. The MDR Medieal-DevteesRegulattonrtook effect on May 26, 2021. The
new regulations, among other things: =-° strengthens the rules on placing devices on the market and reinforces surveillance once
they are available; = establishes explicit provisions on manufacturers’ responsibilities for the follow- up of the quality,
performance and safety of devices placed on the market; =-e improves the traceability of medical devices throughout the supply
chain to the end- user or patient through a unique identification number; +-° sets up a central database to provide patients,
healthcare professionals and the public with comprehensive information on products available in the European Union; and =
strengthens rules for the assessment of certain high- risk devices, such as 1mpldnts which mdy have to undergo an additional
check by experts before they are placed on the market. a G AW
bustness-inthe- EEA—Any change in the laws or regulations that govern the cledrdme and approval processes reldtmg, to the et
eurrent;planned-and-fature-produets-Products could make it more difficult and costly to obtain clearance or approval for new
configurations, if any, of the preduets-Products er-and to produce ymarketand distribute the existing produets-Products .
Significant delays in receiving clearance or approval or the failure to receive clearance or approval for esrnew configurations,

if any, of the pfed-uefs—Products would have an adverse effect on our abﬁtﬁf—te—exp&nd—eﬁﬁbusmess —H-we-faitto-eomply-with










European Union authority could take various enforcement actions including halting our mdnufdcturmg operations, and our
business would suffer. In the United States, as a manufacturer of a medical device, we are required to demonstrate and maintain
compliance with the FDA’ s QSR. The QSR is a complex regulatory scheme that covers the methods and documentation of the
design, testing, control, manufacturing, labeling, quality assurance, packaging, storage and shipping of medical devices. The
FDA enforces the QSR through periodic inspections and unannounced “ for cause ” inspections. We are subject to periodic FDA
inspections to determine compliance with QSR and pursuant to the Bioresearch Monitoring Program, which may in the future
result in the FDA issuing Form 483s rineluding-during-the-eonduet-ofelinteal-trials-. Outside the United States, eur-the produets
Products we manufacture and our operations are also often required to comply with standards set by industrial standards
bodies such as the International Organization for Standardization. Foreign regulatory bodies may evaluate eur-the produaets
Products or the testing that eur-the produets-Products undergo against these standards. The specific standards, types of
evaluation and scope of review differ among foreign regulatory bodies. Our failure to comply with FDA or local requirements
that pertain to clinical trials / investigations, including GCP requirements and the QSR (in the United States), or failure to take
satisfactory and prompt corrective action in response to an adverse inspection, could result in enforcement actions including a
warning letter, adverse publicity, a shutdown of or restrictions on our manufacturing operations, delays in approving or clearing
otr-the preduets-Products , refusal to permit the import or export of eur-the preduet-Products , prohibition on sales of enrthe
produet-Products , a recall or seizure of eur-the preduets-Products , fines, injunctions, civil or criminal penalties or other

sanctions, any of w thh could cause our business and operating results to suffer. Ourglobat-operations-expose-ts-to-numerons

enforeementaetions—Our-produets-may be subject to recalls after receiv mg FDA or foreign apprO\ dl or cledrdme Wthh Could
divert managerial and financial resources, harm our reputation and adversely affect our business. The FDA and similar foreign



governmental authorities have the authority to require the recall of eur-the produets-Products because of any failure to comply
with applicable laws and regulations or because of defects in design or manufacture. A government mandated or voluntary
product recall by us or Medtronic could occur because of, for example, component failures, device malfunctions or other
adverse events such as serious injuries or deaths or quality- related issues such as manufacturing errors or design or labeling
defects. Any future recalls of eur-the produets-Products could divert managerial and financial resources, harm our reputation
and adversely affect our business. If we initiate a correction or removal for one of eur-deviees-the Products we manufacture to
reduce a risk to health posed by the-devtee-such product , we would be required to submit a publicly available Correction and
Removal report to the FDA and, in many cases, similar reports to other regulatory agencies. This report could be classified by
the FDA as a deviee-product recall which could lead to increased scrutiny by the FDA, other international regulatory agencies
and Medtronic eureustomersregarding the quality and safety of eur-deviees-the Products . Furthermore, the submission of
these reports has been and could be used by competitors against us in competitive situations and cause eastomers-Medtronic to
delay purchase decisions or cancel orders from us and would harm our reputation. If any of eur-the produets-Products we
manufacture cause or contribute to a death or a serious injury or malfunction in certain ways, we will be required to report
under applicable MDR regulations, which can result in voluntary corrective actions or agency enforcement actions. Under FDA
MDR regulations, medical device manufacturers are required to report to the FDA information that a device has or may have
caused or contributed to a death or serious injury, or has malfunctioned in a way that would likely cause or contribute to death or
serious injury if the malfunction of the device or one of our similar devices were to recur. If we fail to report events required to
be reported to the FDA within the required timeframes, or at all, the FDA could take enforcement action and impose sanctions
against us. Any such adverse event involving eurthe preduets-Products also could result in future voluntary corrective actions
such as recalls or customer notifications, or agency action such as inspection or enforcement action. Any corrective action,
whether voluntary or involuntary, as well as defending ourselves in a lawsuit, would require our time and capital, distract
management from operating our business and may harm our reputation and have a material adverse effect on our business,
financial condition and results of operations. Our strategic partner, employees, independent contractors, consultants, strategie
partrers;-distributers-and vendors may engage in misconduct or other improper activities including noncompliance with
regulatory standards and requirements. We are exposed to the risk that our strateglc partner, employees, independent
contractors, consultants s-strategte-partners;-éistribators-and vendors may engage in fraudulent or illegal activity. Misconduct by
these parties could include intentional, reckless and / or negligent conduct or disclosure of unauthorized activities to us that
violates: (i) the laws of the FDA and other similar foreign regulatory bodies including those laws requiring the reporting of true,
complete and accurate information to such regulators; (ii) manufacturing standards; (iii) healthcare fraud and abuse laws in the
United States and similar foreign fraudulent misconduct laws; or (iv) laws that require the true, complete and accurate reporting
of financial information or data. These laws may impact, among other things, future sales ymarketing-and-edueationprograms-.
In particular, the promotion, sales and marketing of healthcare items and services, as well as certain business arrangements in
the healthcare industry, are subject to extensive laws designed 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,
qtructurlng and commlqslonq certaln customer mcentlve programq and other business arrangements generally%et—wrt-tes—subjeef

have adopted a code of bu%lnei% Conduct and ethics, but it is not alwayi possible to identify and deter misconduct by our
employees and other third parties, and the precautions we take to detect and prevent these activities 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 result in the imposition of
significant fines or other sanctions including the imposition of civil, criminal and administrative penalties, damages, monetary
fines, disgorgement, individual imprisonment, additional integrity reporting and oversight obligations, possible exclusion from
participation in Medicare, Medicaid and other federal healthcare programs, contractual damages, reputational harm, diminished
profits and future earnings and curtailment of operations, any of which could adversely affect our ability to operate our business
and our results of operations. Whether or not we are successful in defending against any such actions or investigations, we could
incur substantial costs including legal fees and the diversion of the attention of management in defending ourselves against any
of the%e clalms or 1nve€t1gat10n§ Wthh Could have a materlal adverse effect on our bu%lne%i ﬁnan01al condltlon and results of




i t ith tons—Compliance with env 1r0nmental laws and regulations could be expensive,
and mllure to comply with these laws and regulations could subject us to significant liability. Our researeh-and-development-and
manufacturing operations involve the use of hazardous substances and are subject to a variety of federal, state, local and foreign
environmental laws and regulations relating to the storage, use, discharge, disposal, remediation of, and human exposure to,
hazardous substances and the sale, labeling, collection, recycling, treatment and disposal of products containing hazardous
substances. Liability under environmental laws and regulations can be joint and several and without regard to fault or negligence.
Compliance with environmental laws and regulations may be expensive, and noncompliance could result in substantial
liabilities, fines and penalties, personal injury and third- party property damage claims and substantial investigation and
remediation costs. Environmental laws and regulations could become more stringent over time, imposing greater compliance
costs and increasing risks and penalties associated with violations. We cannot assure you that violations of these laws and
regulations will not occur in the future, or have not occurred in the past, as a result of human error, accidents, equipment failure
or other causes. The expense associated with environmental regulation and remediation could harm our financial condition and
results of operations. ©ur-We are a contract manufacturer, and our lack of any meaningful registered intellectual property
means we rely solely on our manufacturing processes for our success depends-in-. We are a contract manufacturer of the
Products for Medtronic, and our business is targe-largely part-on-dependent upon our abilit-manufacturing processes and
know- how. Pursuant to ebtain-our sale of the Products to Medtronic, we no longer retain any patents covering the
Products, and we no longer have and- an maintain-intellectual property position that is protected by meaningful
registered intellectual property The lack of strong patent and other intellectual property protection increases in-the-United

ur produets-vulnerability and teehnology-we-develop-sole dependence on our
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We—may become a party to 1ntellectual property 11t1g1t10n or administrative proceedlngs that could be costly and could 1nterfele
with our ability to sell the and-marketeourproduets-Products to Medtronic and Medtronic’ s ability to sell the Products to
end- users . The medical device industry has been characterized by extensive litigation regarding patents, trademarks, trade
secrets and other intellectual property rights, and companies in the industry have used intellectual property litigation to gain a
competitive advantage. It is possible that U. S. and foreign patents and pendmg patent apphcatlon% or trademarks contlolled by
third parties may be alleged to cover eur-the produets-Products G y d : :
trade-seerets- Additionally, eur-the preduets-Products include Components that we purchase hom vendors, and may 1nclude
design components that are outside of our direct control. Our competitors, many of which have substantially greater resources
and have made substantial investments in patent portfolios, trade secrets, trademarks and competing technologies, may have
applied for or obtained, or may in the future apply for or obtain, patents or trademarks that will prevent, limit or otherwise
interfere with our ability to make, use, sell and / or export eur-the produets-Products er-to #se-Medtronic, or Medtronic’ s
ability to sell and / or export the preduet-Products names-to end- users . Because patent applications can take years to issue
and are often afforded confidentiality for some period of time, there may currently be pending applications, unknown to us, that
later result in issued patents that could cover one or more of etr-the preduets-Products . Moreover, in recent years, individuals
and groups that are non- practicing entities, commonly referred to as “ patent trolls, ” have purchased patents and other
intellectual property assets for the purpose of making claims of infringement in order to extract settlements. From time to time,
we may receive threatening letters, notices or “ invitations to license, ” or may be the subject of claims that our products and
business operations infringe or violate the intellectual property rights of others. The defense of these matters can be time
consuming, costly to defend in litigation, divert management’ s attention and resources, damage our reputation and brand and
cause us to incur significant expenses or make substantial payments. Vendors from whom we purchase hardware or software
may not indemnify us in the event that such hardware or software is accused of infringing a third party’ s patent or trademark or
of misappropriating a third party’ s trade secret, or any indemnification granted by such vendors may not be sufficient to address
any liability and costs we incur as a result of such claims. Additionally, we may be obligated to indemnify our eustenters-or
business partners in connection with litigation and to obtain licenses or refund subseriptierrfees, which could further exhaust our
resources . For example, under our Asset Purchase Agreement with Medtronic, we are required to indemnify Medtronic
against the risk of intellectual property claims related to the Products. We may be responsible for claims that the
Products we supply use, infringe, misappropriate or otherwise violate third party intellectual property rights . Even if we
believe a third party’ s intellectual property claims are without merit, there is no assurance that a court would find in our favor,
1nclud1ng on questlons of 1ntr1noement vahdlty, enfotceablhty or pr1or1ty ot p&teﬂts—The—s&eﬂgﬁh—e-Petu*defemes—w&l—depeﬁé

7 patents. A court of competent
Jurl%dlctlon could hold that these thnd party patents are vahd entorceable and 1nfr1nged Wthh could materially and adversely

affect our ability to eommeretatize-any-sell the produets-Products to Medtronic erteechnotogy-we-may-develop-and any
Medtronic’ s ability to sell other—- the produets-Products to end erteehnologies—eovered-by-the-asserted-third-— users party
patents-. [n order to successfully challenge the validity of any such U. S. patent in federal court, we-wenld-need-to-the
presumption of validity must be overcome a-presamption-of-vahdity-. As-this-This burden is a high one requiring #s-te-present
clear and convincing evidence as to the invalidity of any such U. S. patent claim, and there is no assurance that a court of
competent jurisdiction would invalidate the claims of any such U. S. patent. Conversely, the patent owner need only prove
infringement by a preponderance of the evidence, which is a lower burden of proof. Further, if patents, trademarks or trade
secrets are successfully asserted against us or Medtronic , this may harm our business and result in injunctions preventing us
from developing, manufacturing or selling eur-the produets-Products to Medtronic or them from selling the Products to end-
users , or result in obligations to pay license fees, damages, attorney fees and court costs, which could be significant. In
addition, if we-are-a party is found to willfully infringe third- party patents or trademarks or to have misappropriated trade
secrets, we-that party could be required to pay treble damages in addition to other penalties. Adthetgh-Our rights to develop,
manufacture and distribute the Products to Medtronic are subject, in part, to the terms and conditions of licenses
granted to us by Medtronic. We rely, i in part, upon llcenses to certain patent rlghts —tfae}efnaﬂetfaée—seefet—and
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add-rt—teﬂ—we—m&y—ﬂet—ha-ve—lhc right to gomml the plqmmllon 111 ing, prosecution, maintenance, enforcement and defense of

patents and patent applications covering the-such technology that-we-lieense-fromthird-parties- Therefore, we cannot be certain
that these patents and patent applications will be prepared, filed, prosecuted, maintained, enforced and defended in a manner
consistent with the best interests of our business. If our Heensers— licensor, Medtronic, fatt-fails to prosecute, maintain, enforce

and defend such patents, or tese-loses rights to those patents or patent applications, the rights we have licensed may be reduced

or chmmdlcd and our 11LhI to dC\ Llop a-ﬂd-eeﬂaﬂ‘tefena-l-lze- manufacture or dlstrlbute any 01 6'H'Pthe pfed-uefs—Products that
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aﬁd—fesu-l-ts—e-ﬁepefaﬁeﬁs—lf we are unable to protect the conﬁdentlahty of our other proprletary 1nf0rmat10n covermg the
Products . our business and competitive position may be harmed. We Jrradditton-te-patent-proteetton;-we-also rely on other
proprietary rights, including protection of trade secrets and other proprietary information that is not patentable or that we elect
not to patent. However, trade secrets can be difficult to protect and some courts are less willing or are unwilling to protect trade
secrets. To maintain the confidentiality of our trade secrets and proprietary information, we rely heavily on confidentiality
provisions that we have in contracts with our employees, consultants, contractors, collaborators and others upon the
commencement of their relationship with us. We cannot guarantee that we have entered into such agreements with each party
that may have or have had access to our trade secrets or proprietary technology and processes. We may not be able to prevent the
unauthorized disclosure or use of our technical knowledge or other trade secrets by such third parties despite the existence
generally of these confidentiality restrictions. These contracts may not provide meaningful protection for our trade secrets,
know- how or other proprietary information in the event of any unauthorized use, misappropriation or disclosure of such trade
secrets, know- how or other proprietary information. There can be no assurance that such third parties will not breach their
agreements with us, that we will have adequate remedies for any breach, or that our trade secrets will not otherwise become
known or independently developed by competitors. Despite the protections we do place on our intellectual property or other
proprietary rights, monitoring unauthorized use and disclosure of our intellectual property is difficult, and we do not know
whether the steps we have taken to protect our intellectual property or other proprietary rights will be adequate. Enforcing a
claim that a party illegally disclosed or misappropriated a trade secret is difficult, expensive and time- consuming, and the
outcome is unpredictable. The laws of many foreign countries will not protect our intellectual property or other proprietary
rights to the same extent as the laws of the United States. Consequently, we may be unable to prevent our proprietary
technology from being exploited in the United States and abroad, which could affeeteurabiity-to-expand-in-domestie-and
international-markets-er-require costly efforts to protect enr-the technology. To the extent our intellectual property or other
proprietary information protection is incomplete, we are exposed to a greater risk of direct competition. A third party could,
without authorization, copy or otherwise obtain and use etr-the produets-Products orteehnology-, or develop similar
technology. Our competitors could purchase eur-the preduets-Products from Medtronic and attempt to replicate some or all of
the competitive advantages we-derive-derived the from-eur-development-efforts-er-design around esr-any protected technology.
Our failure to secure, protect and enforce our intellectual property rights could substantially harm the value of eurthe preduaets
Products ;-brand-—- and and-our business. The theft or unauthorized use or publication of our trade secrets and other confidential
bu%lne%i mformatlon could reduce the dlfferentlatlon of euiethe pfeel-uefs—Products and harm our bu%lne%i —t-he—va-l-ue—e-fettf

and other conﬁdentlal information by malntalnlng phy%leal %ecurlty 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 detecting the disclosure or misappropriation of confidential information and enforcing a
claim that a party illegally disclosed or misappropriated confidential information is difficult, expensive and time- consuming,
and the outcome is unpredictable. Further, we may not be able to obtain adequate remedies for any breach. Any of the foregoing
could materially and adversely affect our business, financial condition and results of operations. Obtaining-and-maintaining
Maintaining patent protection for the Products depends on compliance with various procedural, document submission, fee
payment and other requirements imposed by governmental patent agencies, and esrpatent protection for the Products could be
reduced or eliminated fer-by Medtronic’ s non- compliance with these requirements , which could have a material adverse
effect on our business, financial condition and results of operations . The USPTO and various foreign governmental patent
agencies require compliance with a number of procedural, documentary, fee payment and other similar provisions during the
patent application process. In addition, periodic maintenance fees, renewal fees, annuity fees and various other government fees
on issued patents and patent applications will be due to the USPTO and foreign patent agencies over the lifetime of such eur
owned-ortieensed-patents and-or patent applications. We In-eertatnreireumstanees;we-rely on Medtronic eurtieensing
partrers-to pay these fees due to U. S. and non- U. S. patent agencies for patents in respect of the Products . While an
unintentional lapse can in many cases be cured by payment of a late fee or by other means in accordance with the applicable
rules, there are situations in which noncompliance can result in abandonment or lapse of the patent er-patent-apphieation-,
resulting in partial or complete loss of patent rights in the relevant jurisdiction. Non- compliance events that could result in
abandonment or lapse of a patent er-patent-appheatiorrinclude, but are not limited to, failure to respond to official actions within



prescribed time limits, non- payment of fees and failure to properly legalize and submit formal documents. If we-Medtronic fa#

fails to maintain the patents and-patent-appleations-covering eur-the preduets-Products , we may not be able to stop a
competitor from marketing products that are the same as or similar to etrthe preduets-Products , which could have a material

adverse eﬂect on our business, financial condition and results of operatlons —We-may-notbe-able-to-proteet-our-inteHeetuat

employees, consultants or contractors have Wrongfully used, dlsclosed or othelwme mlsappropnated the 1ntellectual 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 or claims asserting an ownership interest in intellectual property we regard as our own or otherwise transferred to
Medtronic . Many of our employees, consultants and contractors 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, consultants and contractors 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, used, disclosed or otherwise misappropriated
intellectual property, including trade secrets or other proprietary information of their former employers or our competitors or
potential competitors. Additionally, we may be subject to claims from third parties challenging our ownership interest in
intellectual property we regard as our own or transferred to Medtronic based on claims that our employees, consultants or
contractors 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 such claims, and it may be necessary erwe-may-desire-to enter into a
license to settle any such claim; however, there can be no assurance that swe-a license would be ableto-obtain-obtained alicense
on commercially reasonable terms, if at all. If our defense to those claims fails, in addition to paying monetary damages, we
may lose valuable intellectual property rights or personnel. For example, a court could prohibit us from using technologies or
features that are essential to eur-the preduets-Products if such technologies or features are found to incorporate or be derived
from the trade secrets or other proprietary information of the former employer. Even if we are successful in defending against
such claims, litigation could result in substantial costs and be a distraction to management. An inability to incorporate
technologies or features that are important or essential to eur-the preduets-Products could have a material adverse effect on our
business, financial condition and results of operations, and may prevent us from selling etr-the preduets-Products to
Medtronic or Medtronic from selling the Products to end- users . Any litigation or the threat thereof may adversely affect
our ability to hire-maintain employees ereontract-with-independent-salesrepresentatives-. A loss of key personnel or their work
product could hamper or prevent our ability to eemmeretalize-otr-manufacture the produets-Products for Medtronic , which
could have an adverse effect on our business, financial condition and results of operations. We may be subject to claims
challenging the inventorship of enr-the patents we transferred to Medtronic and other intellectual property in respect of the
Products . We or Medtronic eurtieensors-may be subject to claims that former consultants, contractors or other third parties
have an interest in the evrowned-orir—teensed-patents, trade secrets or other intellectual property in respect of the Products
that we transferred to Medtronic as an inventor or co- inventor. While it is our policy to require our employees, consultants
and contractors who may be involved in the conception or development of intellectual property to execute agreements assigning
such intellectual property to us, we may be unsuccessful in executing such an agreement with each party who, in fact, conceives



or develops intellectual property that we regard as our own. The assignment of intellectual property rights may not be self-
executing or the assignment agreements may be breached, and we or Medtronic may be forced to bring claims against third
parties or defend claims that they may bring against us or Medtronic to determine the ownership the ef+what-we-regard-as-our
intellectual property. Under our Asset Purchase Agreement with Medtronic, we are required to indemnify Medtronic
against the risk of intellectual property claims related to the Products. We may be responsible for claims that the
Products we supply use, infringe, misappropriate or otherwise violate third party intellectual property rights. [f we or
Medtronic etrHeensors-fail in defending any such claims, in addition to paying monetary damages, we or Medtronic may lose
valuable intellectual property rights such as exclusive ownership of, or right to use, intellectual property that is important to eur
the produets-Products . Any such events could have a material adverse effect on our business, financial condition and results of

Related to Our Common Stock Our failure to maintain compliance with Nasdaq’ s continued listing requirements would
result in the delisting of our common stock. Our common stock is currently listed on The Nasdaq Capital Market. In
order to maintain this listing, we must satisfy minimum financial and other requirements. On May 1, 2023, we received a
letter from the Listing Qualifications Department (the “ Staff ) of Nasdaq indicating that, based upon the closing bid
price of our common stock, for the prior 30 consecutive business days, we were not in compliance with the $ 1. 00
minimum bid price requirement set forth in Nasdaq Listing Rule 5450 (a) (1) for continued listing on The Nasdaq
Global Market (the “ Bid Price Requirement ). Pursuant to Nasdaq Listing Rule 5810 (c) (3) (A), we were granted 180
calendar days, or until October 30, 2023, to regain compliance with the Bid Price Requirement. On October 19, 2023, we
applied to transfer our securities from The Nasdaq Global Market to The Nasdaq Capital Market. On October 27, 2023,
we received a letter from the Staff notifying us that we were eligible for an additional 180- calendar day period, or until
April 29, 2024, to regain compliance with the Bid Price Requirement and approving our application to list our securities
on The Nasdaq Capital Market. Our securities were transferred to The Nasdaq Capital Market at the opening of
business on October 31, 2023. Our continued compliance with the Bid Price Requirement is dependent on our share
price and there can be no assurance that we will continue to satisfy Nasdaq’ s minimum financial and other
requirements in future periods. We currently do not intend to take steps to regain compliance with the Bid Price



Requirement. Accordingly, we expect our common stock to be delisted from Nasdaq and start trading in the over- the-
counter markets April 29, 2024. The perception among investors that we are at heightened risk of a deficiency under the
Bid Price Requirement and of subsequent delisting could negatively affect the market price of our securities and trading
volume of our common stock. Additionally, any delisting determination, if made following the notification of a deficiency
and expiration of any applicable cure period, could seriously decrease or eliminate the value of an investment in our
common stock. While an over- the- counter market could offer some level of liquidity for our common stock, our
common stock would likely have: limited availability of market quotations; reduced liquidity; a determination that it is a
“ penny stock ” under SEC rules, subjecting brokers trading our common stock to more stringent rules on disclosure
and the class of investors to which the broker may sell the common stock; and limited news and analyst coverage. If our
common stock is delisted from Nasdaq and is traded on the over- the- counter market, the application of the “ penny
stock ” rules could adversely affect the market price of our common stock and increase the transaction costs to sell those
shares. The SEC has adopted regulations which generally define a “ penny stock ” as any equity security not listed on a
national securities exchange or quoted on Nasdaq that has a market price of less than $ 5. 00 per share, subject to certain
exceptions. If our common stock is delisted from Nasdaq and is traded on the over- the- counter market at a price of less
than $ 5. 00 per share, our common stock would be considered a penny stock. Unless otherwise exempted, the SEC’ s
penny stock rules require a broker- dealer, before a transaction in a penny stock, to deliver a standardized risk
disclosure document that provides information about penny stock and the risks in the penny stock market, the current
bid and offer quotations for the penny stock, the compensation of the broker- dealer and the salesperson in the
transaction, and monthly account statements showing the market value of each penny stock held in the customer’ s
account. Further, prior to a transaction in a penny stock, the penny stock rules require the broker- dealer to provide a
written determination that the penny stock is a suitable investment for the purchaser and receive the purchaser’ s
agreement to the transaction. If applicable in the future, the penny stock rules may restrict the ability of brokers- dealers
to sell our common stock and may affect the ability of investors to sell their shares, until our common stock is no longer
a penny stock. The market price for our common stock has been volatile, it may decline regardless of our operating
performance, and an active trading market may not be sustained in our common stock. The market price of our common stock
has been volatile, and it may fluctuate or decline substantially due to a number of factors such as those listed in the section “
Risks Related to Our Business and Strategy ” and the following: «-° actual or anticipated changes or fluctuations in our operating
results; = the failure by our eustonters-end- users to obtain coverage at reimbursement levels that would be sufficient to
support product sales to our eusterers-end- users ;<o unanticipated serious safety concerns related to the use of eur-the
produets-Products ; - the financial projections we may provide to the public, and any changes in these projections or our
failure to meet these projections; «-e announcements by us or our competitors of new products, significant acquisitions, strategic
partnerships, joint venture, capital commitments or other transactions; =-° industry or financial analyst or investor reaction to our
press releases, and other public announcements and filings with the SEC; =-° rumors and market speculation involving us or
other companies in our industry; «-o future sales or expected future sales of our common stock; =-¢ price and volume fluctuations
in the overall stock market from time to time; =-° changes in operating performance and stock market valuations of other medical
device companies generally, or those in our industry in particular; = our cash position; = sales of shares of our common stock
by us or our shareholders; «-o failure of industry or financial analysts to maintain coverage of us, changes in financial estimates
by any analysts who follow our company or our failure to meet these estimates or the expectations of investors; = actual or
anticipated developments in our business or our competitors’ businesses or the competitive landscape generally; - our inability
to obtain adequate supplies and components for eur-the produets-Products or inability to do so at acceptable prices; o litigation
involving us, our industry or both, or investigations by regulators into our operations or those of our competitors; «-° accusations
that we have violated a law or regulation; «-o recalls of eur-the preduets-Products ; <o developments or disputes concerning our
intellectual property rights, evr-setatiens-the Products or third- party proprietary rights; -0 any delay in any regulatory filings
for the eurplanned-er-fatare-produets-Products and any adverse development or perceived adverse development with respect to
the applicable regulatory authority’ s review of such preduets-Products ; < adverse regulatory decisions including failure to
receive regulatory approval or clearance of the enrplanned-and-fatare-produets-Products or to maintain regulatory approval or
clearance for the eurexisting-produets-Products , as applicable ; = changes in laws or regulations applicable to eur-the
produets-Products ; - announced or completed acquisitions of businesses or technologies by #s-er-our competitors; «-o breaches
of, or failures relating to, security, privacy or data protection; =-° new laws or regulations or new interpretations of existing laws
or regulations applicable to our business; - any major changes in our management or our board of directors; «-° changes in
accounting principles; «-o ineffectiveness of our internal controls; =-o actual or anticipated changes in healthcare policy and
reimbursement levels; «-o general economic conditions including increased inflation and slow or negative growth of our markets;
and =o other events or factors including those resulting from war, incidents of terrorism or responses to these events. We also
cannot assure you that a trading market for our common stock will be maintained. The stock markets, and securities of medical
device companies in particular, have experienced extreme price and volume fluctuations that have affected and continue to affect
the market prices of equity securities of many medical device companies. Stock prices of many medical device companies have
fluctuated in a manner unrelated or disproportionate to the operating performance of those companies. We may-are and will
continue to be subject to securities litigation, which is expensive and could divert management attention. The market price of
our common stock has been volatile and, in the past, companies that have experienced volatility in the market price of their stock
have been subject to securities class action litigation. We and certain of our current officers have been named as defendants in
two putative securities class action lawsuits filed by putative stockholders in the United States District Court for the Southern
District of California on February 15, 2022 and March 23, 2022 (case numbers 22CV206 and 22CV0388). The plaintiffs allege
that the defendants violated Section 10 (b) of the Exchange Act and Rule 10b- 5 and Section 20 (a) of the Exchange Act. The



complaints allege that the defendants made false and misleading statements about our business, prospects and operations. The
putative claims are based upon statements made in filings made by us with the SEC, press releases and on earnings calls
between May 13, 2021 and November 11, 2021. The lawsuits seek, among other relief, a determination that the alleged claims
may be asserted on a class- wide basis, unspecified compensatory damages, attorney’ s fees, other expenses and costs. On July
19, 2022, the court consolidated the two actions, appointed a lead plaintiff and appointed lead counsel for the proposed class.
On September 16, 2022, the lead plaintiff filed a consolidated amended complaint. We-The defendants thereafter filed a motion
to dismiss . On September 27, 2023, the court granted the defendant’ s motion to dismiss in its entirety, but gave plaintiffs
leave to file an amended complaint. On October 27, 2023, the plaintiffs filed a second amended complaint asserting
similar claims. The defendants thereafter filed a motion to dismiss. We are defending the action . While we are defending
the actions, due to the complex nature of the legal and factual issues involved in these matters, the outcome is not presently
determinable. If these matters were to proceed beyond the pleading stage, we could be required to incur substantial costs and
expenses to defend these matters and / or be required to pay substantial damages or settlement costs, which could materially
adversely affect our business, financial condition and results of operations. We may also be the target of this type of litigation in
the future. Securities litigation against us, including the putative class actions described above, could result in substantial costs
and divert our management’ s attention from other business concerns, which could seriously harm our business. Fhe-issuanee-of

-We Currently do not 1ntend to declare
d1V1dends on our common stock in the foreseeable future and asa result your only opportunity to achieve a return on your
investment is if the price of our common stock appreciates. We currently do not expect to declare any dividends on our common
stock in the foreseeable future. Instead, we anticipate that all of our earnings, if any, in the foreseeable future will be used to
provide working capital to support our operations and-so that we are well positioned to finanee-the-growth-capture
manufacturing demands from Medtronic. We plan to manage and foster development-of-our business-strategic
relationship with Medtronic so that it continues to use us to manufacture the Products at transfer prices . Any
determination to declare or pay dividends in the future will be at the discretion of our board of directors, subject to applicable
laws and dependent upon a number of factors including our earnings, capital requirements and overall financial conditions. In
addition, our ability to pay dividends on our common stock is currently limited by the covenants of our 2022 Credit Agreement
and may be further restricted by the terms of any future debt or preferred securities. Accordingly, your only opportunity to
achieve a return on your investment in our company may be if the market price of our common stock appreciates and you sell
your shares at a profit. The market price for our common stock may never exceed, and may fall below, the price that you pay for
such common stock. We are an emerging growth company and a smaller reporting company, and any decision on our part to
comply only with certain reduced reporting and disclosure requirements applicable to emerging growth companies and smaller
reporting companies could make our common stock less attractive to investors. We are an emerging growth company as defined
in the JOBS Act and, for as long as we continue to be an emerging growth company, we may choose to take advantage of
exemptions from various reporting requirements applicable to other public companies but not to emerging growth companies,
including: = no requirement for our independent registered public accounting firm audit our internal control over financial
reporting under Section 404 of the Sarbanes- Oxley Act; +-° reduced disclosure obligations regarding executive compensation in
our periodic reports and Annual Report on Form 10- K; and «-° exemptions from the requirements of holding non- binding
advisory votes on executive compensation and stockholder approval of any golden parachute payments not previously approved.
We could be an emerging growth company until December 31, 2025. Our status as an emerging growth company will end as
soon as any of the following takes place: == the last day of the fiscal year in which we have more than $ 1. 235 billion in annual
revenue; = the last day of the fiscal year in which we qualify as a *“ large accelerated filer, ” with at least $ 700 million of equity
securities held by non- affiliates; = the date on which we have issued, in any three- year period, more than $ 1. 0 billion in non-
convertible debt securities; or <o December 31, 2025, the last day of the fiscal year ending after the fifth anniversary of the
completion of our initial public offering or IPO. We cannot predict if investors will find our common stock less attractive if we
choose to rely on any of the exemptions afforded emerging growth companies. If some investors find our common stock less
attractive because we rely on any of these exemptions, there may be a less active trading market for our common stock and the
market price of our common stock may be more volatile. Under the JOBS Act, emerging growth companies can also delay
adopting new or revised accounting standards until such time as those standards apply to private companies. We have elected to
avail ourselves of this provision of the JOBS Act. As a result, we will not be subject to new or revised accounting standards at
the same time as other public companies that are not emerging growth companies. Therefore, our consolidated financial
statements may not be comparable to those of companies that comply with new or revised accounting pronouncements as of
public company effective dates. Our directors, executive officers and principal stockholders and their respective affiliates have
substantial influence over us and could delay or prevent a change in corporate control; our principal stockholders may have
interests that conflict with your interests as an investor in our common stock. As of December 31, 26222023 , our directors,
executive officers and holders of more than 5 % of our common stock beneficially owned, as a group, approximately 22-18 . 8-1
% of our common stock. As of December 31, 2022-2023 , funds affiliated with certain of our directors also held all of the 6, 666
outstanding shares of our Series A Common Equivalent Preferred Stock, convertible into up to 6, 665, 841 shares of our
common stock (which conversion is subject to certain beneficial ownership limitations set forth in our Certificate of Designation



of Preferences, Rights and Limitations of the Series A Common Equivalent Preferred Stock). In addition, as of December 31,
2022-2023 , we had $ 36-34 . 8-5 million remaining in aggregate principal amount of outstanding long- term debt under our 2022
Credit Agreement with certain entities affiliated with Deerfield Management Company, L. P., of which one entity is a 59. 1 %
holder of our common stock. Our principal stockholders, in the aggregate, will continue to have substantial influence over the
outcome of matters submitted to our stockholders for approval including the election of directors and any matter related to the
merger, consolidation or sale of all or substantially all of our assets. In addition, these stockholders, in the aggregate, will
continue to have significant influence over the management and affairs of our company. Accordingly, this concentration of
ownership may have the effect of: = delaying, deferring or preventing a change in corporate control; = impeding a merger,
consolidation, takeover or other business combination involving us; or = discouraging a potential acquirer from making a
tender offer or otherwise attempting to obtain control of us. The interests of our principal stockholders may conflict with your
interests as a stockholder. You should carefully consider these potential conflicts of interest before deciding whether to invest in
shares of our common stock. Provisions in our organizational documents and agreements with third parties could delay or
prevent a change of control. Certain provisions of our amended and restated certificate of incorporation and amended and
restated bylaws may have the effect of delaying or preventing a merger, acquisition, tender offer, takeover attempt or other
change of control transaction that a stockholder might consider to be in its best interest, including attempts that might result in a
premium over the market price of our common stock. These provisions include the following: «-o establish a classified board of
directors so that not all members of our board of directors are elected at one time; +-° authorize the issuance of “ blank check ”
preferred stock that our board of directors could use to implement a stockholder rights plan; = 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; =-° require super- majority voting to amend some provisions in our certificate of incorporation and bylaws; =
o eliminate the ability of our stockholders to call special meetings of stockholders; «-o prohibit stockholder action by written
consent, thereby requiring 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. These provisions could make it more difficult
for a third party to acquire us, even if the third party’ s offer may be considered beneficial by many of our stockholders. As a
result, our stockholders may be limited in their ability to obtain a premium for their shares. In addition, our agreements-LDA
with Biotronik eentainr-contains provisions that may have the effect of delaying, deterring or preventing a change in control
transaction involving us. Under the LDA BietrontkEteense-Agreement, if we undergo a change in control with certain
competitors of the Biotronik Parties (as defined therein), our exclusive license to our AcQBlate Force Sensing Ablation System
in the United States would convert to co- exclusive licenses with the Biotronik Parties, certain milestone payments would
become immediately due and payable (regardless of achievement) , and we would be required to pay up to $ 25. 0 million to the
Biotronik Parties (to the extent such amount has not already been paid as unit- based royalties). As a result fn-addition;-the-non-

distributing-party-of our Restructuring, Biotronik eaeh-Bi—FEateral-DistributionAgreement-has therightalleged that we
breached our contractual obllgatlons to terminate-it under the LDA and alleges damages We dlsagree with Blotromk’

remedles avallable under appllcable laws erming ; ease—o g distrib :
party-. Our amended and restated bylaws provide that the Court of Chancery of the State of Delaware and the federal d1str1ct
courts of the United States of America will be the exclusive forums for substantially all disputes between us and our
stockholders, which could limit our stockholders’ ability to obtain a favorable judicial forum for disputes with us or our
directors, officers or employees. Our amended and restated bylaws provide that the Court of Chancery of the State of Delaware
(or, if the Court of Chancery does not have jurisdiction, another State-state court in Delaware or the federal district court for the
District of Delaware) is the exclusive forum for the following (except for any claim as to which such court determines that there
is an indispensable party not subject to the jurisdiction of such court (and the indispensable party does not consent to the
personal jurisdiction of such court within 10 days following such determination), which is vested in the exclusive jurisdiction of
a court or forum other than such court or for which such court does not have subject matter jurisdiction: «-° any derivative action
or proceeding brought on our behalf; «-o any action asserting a claim of breach of fiduciary duty; <o any action asserting a claim
against us arising under the Delaware General Corporation Law, our amended and restated certificate of incorporation or our
amended and restated bylaws; and «-° any action asserting a claim against us that is governed by the internal- affairs doctrine.
This provision would not apply to suits brought to enforce a duty or liability created by the Exchange Act or any other claim for
which the U. S. federal courts have exclusive jurisdiction. Our amended and restated bylaws further provide that the federal
district courts of the United States of America will be the exclusive forum for resolving any complaint asserting a cause of
action arising under the Securities Act of 1933, as amended, or Sccurities Act. These exclusive- forum provisions may limit a
stockholder’ s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or our directors, officers or
other employees, which may discourage lawsuits against us and our directors, officers and other employees. 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
these provisions. There is uncertainty as to whether a court would enforce such provisions, and the enforceability of similar
choice of forum provisions in other companies’ charter documents has been challenged in legal proceedings. It is possible that a
court could find these types of provisions to be inapplicable or unenforceable, and if a court were to find either exclusive- forum
provision in our amended and restated bylaws to be inapplicable or unenforceable in an action, we may incur additional costs
associated with resolving the dispute in other jurisdictions, which could seriously harm our business. For example, under the
Securities Act, federal courts have concurrent jurisdiction over all suits brought to enforce any duty or liability created by the



Securities Act, and investors cannot waive compliance with the federal securities laws and the rules and regulations thereunder.
Our board of directors is authorized to issue and designate shares of our preferred stock in additional series without stockholder
approval. Our amended and restated certificate of incorporation authorizes our board of directors, without the approval of our
stockholders, to issue shares of our preferred stock, subject to limitations prescribed by applicable law, rules and regulations and
the provisions of our amended and restated certificate of incorporation, as shares of preferred stock in series, to establish from
time to time the number of shares to be included in each such series and to fix the designation, powers, preferences and rights of
the shares of each such series and the qualifications, limitations or restrictions thereof. The powers, preferences and rights of
these addmonal %errei of preferred %tock may be qenlor to or on parrty with our common qtock Wthh may reduce its value. Our

may fall short of prlor perlods our projections or the expectatlons of qecurme% analyst% or investors, which could materially
adversely affect our stock price. Our operating results have fluctuated from quarter to quarter at points in the past, and they may
do so in the future. Therefore, results of any one quarter are not a reliable indication of results to be expected for any other
quarter or for any year. If we fail to increase our results over prior periods, to achieve our projected results or to meet the
expectations of securities analysts or investors, our stock price may decline, and the decrease in the stock price may be
disproportionate to the shortfall in our financial performance. Results may be affected by various factors including those
described in these risk factors. We maintain a forecasting process that seeks to plan sales-revenue generated and align
expenses. If we do not control costs or appropriately adjust costs to actual results, or if actual results differ significantly from our
forecast, our financial performance could be materially adversely affected. Market conditions and changing circumstances,
some of which may be beyond our control, could impair our ability to access our existing cash, cash equivalents and investments
and to timely pay key vendors and others. Market conditions and changing circumstances, some of which may be beyond our
control, could impair our ability to access our existing cash, cash equivalents and investments and to timely pay key vendors and
others. For example, on March 10, 2023, Silicon Valley Bank (SVB), where we maintain certain accounts, was placed into
receivership with the Federal Deposit Insurance Corporation (FDIC), which resulted in all funds held at SVB being temporarily
inaccessible by SVB’ s customers. If other banks and financial institutions with whom we have banking relationships enter
receivership or become insolvent in the future, we may be unable to access, and we may lose, some or all of our existing cash,
cash equivalents and investments to the extent those funds are not insured or otherwise protected by the FDIC. In addition, in
such circumstances we might not be able to timely pay key vendors and others. We regularly maintain cash balances that are not
insured or are in excess of the FDIC’ s insurance limit. Any delay in our ability to access our cash, cash equivalents and
investments (or the loss of some or all of such funds) or to timely pay key vendors and others could have a material adverse
effect on our operations and cause us to need to seek additional capital sooner than planned. Economic conditions may
adversely affect our business. Adverse worldwide economic market and geopolitical conditions including, but not limited to,
recession, inflation, deflation, consumer credit activity, consumer debt levels, fuel and energy costs, interest rates, tax rates and
policy, unemployment trends, the impact of natural disasters such as pandemics, civil disturbances, terrorist activities and acts of
war, including the reeent-Russian invasion of Ukraine and Israel- Hamas conflict and those related to the COVID- 19
pandemic, may negatively impact our business. A significant change in the liquidity or financial condition of our eastemers-sole
partner, Medtronic, could cause unfavorable trends in thetr-its purchases and also in our receivable collections, and additional
allowances may be required, which could adversely affect our business, financial condition and results of operations. Adverse
worldwide economic conditions may also adversely impact our suppliers’ ability to provide us with materials and components,
which could have a material adverse effect on our business, financial condition and results of operations. 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, we and certain of our current officers have been named as defendants in two putative securities class
action lawsuits filed by putative stockholders in the United States District Court for the Southern District of California on



February 15, 2022 and March 23, 2022 (case numbers 22CV206 and 22CV0388). Plaintiffs allege that the defendants violated
Section 10 (b) of the Exchange Act and Rule 10b- 5, and Section 20 (a) of the Exchange Act. The complaints allege that the
defendants made false and misleading statements about our business, prospects and operations. The putative claims are based
upon statements made in filings made by us with the SEC, press releases and on earnings calls between May 13, 2021 and
November 11, 2021. The lawsuits seek, among other relief, a determination that the alleged claims may be asserted on a class-
wide basis, unspecified compensatory damages, attorney’ s fees, other expenses and costs. On July 19, 2022, the court
consolidated the two actions, appointed a lead plaintiff and appointed lead counsel for the proposed class. On September 16,
2022, the lead plaintiff filed a consolidated amended complaint. We thereafter filed a motion to dismiss. On September 27,
2023, the court granted the defendant’ s motion to dismiss in its entirety, but gave plaintiffs leave to file an amended
complaint. On October 27, 2023, the plaintiffs filed a second amended complaint asserting similar claims. The defendants
thereafter filed a motion to dismiss. We are defending the action. While we are defending the actions, due to the complex
nature of the legal and factual issues involved in these class action matters, the outcome is not presently determinable. If these
matters were to proceed beyond the pleading stage, we could be required to incur substantial costs and expenses to defend these
matters and / or be required to pay substantial damages or settlement costs, which could materially adversely affect our business,
financial condition and results of operations . In addition, on February 2, 2024, Biotronik sent a Notice to us. The Notice
provides that Biotronik rescinds and terminates the Bi- Lateral Distribution Agreements, effective immediately, based
on the alleged repudiation of our contractual obligations under the Bi- Lateral Distribution Agreements, and alleges
damages in an amount to be quantified by Biotronik. Biotronik has separately alleged that we breached our contractual
obligations to it under the LDA, as a result of the wind down of our mapping and ablation businesses and alleges further
damages. On February 16, 2024, the Biotronik Parties filed the Demand against Acutus with the American Arbitration
Association (who notified us of the Demand on February 29, 2024), alleging that we breached our contractual obligations
under five agreements relating to the licensing, manufacturing, distribution and development of medical devices as a
result of the wind down of our businesses. The Biotronik Parties allege that we breached, among other things, our
obligations (i) to develop, manufacture, use and commercialize certain product lines under the LDA and the MSA; (ii) to
distribute Biotronik products and manufacture and supply Acutus products under the Bi- Lateral Distribution
Agreements, as applicable; and (iii) to use commercially reasonable efforts to perform and complete our responsibilities
under the F & DA. The claim seeks, among other relief, $ 38. 0 million in damages, attorney’ s fees, other expenses and
costs. Our jurisdiction objection and any counterclaims are due on April 1, 2024. After that, the parties will appoint an
arbitral tribunal and set a procedural timetable. We disagree with the Biotronik Parties' allegations. We intend to
defend ourself vigorously and will pursue all legal remedies available under applicable laws . Litigation is inherently
unpredictable and can result in excessive or unanticipated 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-brandimage-, undermine Medtronic ot or eusterers-our end- user ~ s confidence and reduce long- term
dem"md for our-the pfeduefs—Products even if the regulatory or leoal actlon is unfounded or not material to our operations —H
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management’ s attention and affect our ability to attract and retain qualified board members. We are currently subject to the
reporting and corporate governance requirements of the Exchange Act, the listing requirements of Nasdaq and other applicable
securities rules and regulations, including the Sarbanes- Oxley Act and the Dodd- Frank Wall Street Reform and Consumer
Protection Act. Compliance with these rules and regulations will increase our legal and financial compliance costs, make some
activities more difficult, time- consuming or costly and increase demand on our systems and resources, particularly after we are
no longer an emerging growth company as defined in the JOBS Act. Among other things, the Exchange Act requires that we file
annual, quarterly and current reports with respect to our business and results of operations and maintain effective disclosure
controls and procedures and internal control over financial reporting. In order to improve our disclosure controls and procedures
and internal control over financial reporting to meet this standard, significant resources and management oversight may be
requned Asa result m’lnaoement s attention may be diverted from other business concerns, Wthh could harm our business,

eesfs—aﬁd—expeﬂses— In addltlon changlng laws regul’ltlons dnd standalds relatlng to corporate éovemdnce dnd pubhc dlsclosure
are creating uncertainty for public companies, increasing legal and financial compliance costs and making some activities more
time- consuming. These laws, regulations and standards are subject to varying interpretations, in many cases due to their lack of
specificity and, as a result, their application in practice may evolve over time as new guidance is provided by regulatory and
governing bodies. This could result in continuing uncertainty regarding compliance matters and higher costs necessitated by
ongoing revisions to disclosure and governance practices. We may spend iterne-toinvestresources to comply with evolving



laws, regulations and standards, and this tavestment-may result in increased general and administrative expense and a diversion
of management’ s time and attention from revenue- generating activities to compliance activities. If our efforts to comply with
new laws, regulations and standards differ from the activities intended by regulatory or governing bodies, regulatory authorities
may initiate legal proceedings against us and our business and prospects may be harmed. As a result of disclosure of information
in the filings required of a public company, our business and financial condition have become more visible, which may result in
threatened or actual litigation including by competitors and other third parties. If such claims are successful, our business,
financial condition, results of operations and prospects could be materially harmed, and even if the claims do not result in
litigation or are resolved in our favor, these claims and the time and resources necessary to resolve them could divert the
resources of our management and materially harm our business, financial condition, results of operations and prospects. Our
status as a public company and these new rules and regulations make it more expensive for us to obtain director and officer
liability insurance, which may require us to accept reduced coverage or incur substantially higher costs to obtain 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, particularly to serve on our audit committee and compensation committee. fraddition;as-aresult-ofour-diselosure
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