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We have not been proﬁtable hlstorlcally and may not be
able to achieve proﬁtablhty in the future. ® We have generated limited revenue from product sales and may never be
profitable. e If the Acclaim CI contains design or manufacturing defects, our business and financial results could be
harmed. e We expect that we will need to raise substantial additional funding, which may not be available on acceptable
terms, or at all. Failure to obtain funding on acceptable terms and on a timely basis may require us to curtail, delay or
discontinue our product development efforts or other operations. ® Raising additional capital would cause dilution to our
existing stockholders and may adversely affect the rights 0f existing stockholders. e Failure of a key information
technology system, process or site could have an adverse cffect the-Propesed-on our -Bﬂsmess—busmess Geﬂabi-ﬁaﬁeﬂ—wrth
Envey-. © We have identified material weaknesses in our internal control over financial reporting . [f we are unable to de
so-remediate these material weaknesses . or if we identify additional material weaknesses in er—m&Hﬂasf&r&wkeesfs
assoetated-with-withdrawing-from-the transaetion-future or otherwise fail to maintain and-- an effective system of internal
control over financial reporting, we may not be able to find-additional-setirees-accurately or timely report our financial
condition or results of operations, which may adversely affect investor confidence in us and the value of our stock. ® Our
financial statements contain an explanatory paragraph regarding substantial doubt about our ability to continue as a
going concern, which could prevent us from obtaining new financing on reasonable terms or at all. e Clinical failure can
occur at any stage of clinical development. Our clinical experience to date does not necessarily predict future results and
may not have revealed certain potential limitations of the technology or potential complications from the Acclaim CI and
may require further clinical validation. Any product version we advance through clinical trials may not have favorable
results in later clinical trials or receive regulatory approval. ¢ The successful commercialization of the Acclaim CI, if it
receives FDA approval, will depend in part on the extent to which governmental authorities and health insurers establish
eover-coverage , adequate reimbursement levels and favorable pricing policies. Failure to obtain or maintain coverage
and adequate reimbursement for our product candidates could limit our ability to market those products and decrease
our ability to generate revenue. ® We operate in a very competitive business environment, and if we are unable to
compete successfully against our existing or potential competitors, our business, financial condition and results of
operations may be adversely affected. ® We expect to derive most of our revenues from sales of the Acclaim CI. Our
inability to successfully commercialize this product candidate, or any subsequent decline in demand for this product
candidate, could severely harm our ability to generate revenues. ® If healthcare professionals do not recommend the
Acclaim CI to their patients, the Acclaim CI may not achieve market acceptance and we may not become profitable. o
We will be dependent upon contract manufacturing organizations and material suppliers, making us vulnerable to
supply shortages and problems, increased costs and quality or compliance issues, any of which could harm our business.
® Our business plan relies on certain assumptions about the market for our product; however, the size and expected
growth of our addressable market has not been established with precision and may be smaller than we estimate, and
even if the addressable market is as large as we estimate, we may not be able to capture market share. ¢ We depend on
third parties to manage our pre- clinical studies and clinical trials, perform related data collection and analysis, and to
enroll patients for our clinical trials, and, as a result, we may face costs and delays that are beyond our control. ¢ We are
highly dependent on key members of our executive management team. Our inability to retain these individuals could
impede our business plan and growth strategies, which could have a negative impact on our business and the value of
your investment. ® The market price of our Class A Common Stock and Public Warrants has been and may continue to
be extremely volatile, which could cause purchasers of our securities to incur substantial losses. ® While we will pay
dividends on shares of Series A Preferred Stock pursuant to the Certificate of Designation, we do not intend to pay
dividends on shares of Class A Common Stock for the foreseeable future. ¢ We have been and in the future may become
a defendant in one or more stockholder derivative, class- action and other litigation, and any such lawsuits may
adversely affect our business, financial condition, results of operations and cash flows. PART I ITEM 1. Business
Overview We are a hearing health company focused on providing innovative medical technologies across the hearing loss
spectrum. Our technologies are designed to shift the paradigm within the hearing industry and bring both providers and
patients the hearing devices they desire. We are dedicated to pushing beyond the status quo to provide patients with
improved access, usability, independence, and quality of life. We were founded in 1995 to create a fully implanted
hearing device that leveraged the natural ear- not an artificial microphone- to pick up sound. The ear itself is an ideal
way to capture sound from our environment. To leverage the natural ear’ s benefits, an implanted sensor was created to
pick up incoming sound energy from the ossicular chain (i. e., the three tiny hearing bones that connect the eardrum to
the cochlea). The sensor absorbs the mechanical energy from ossicular chain and turns it into a signal that can be
processed, improved, and increased for a patient’ s particular hearing needs. Our first product, the Esteem Fully
Implanted Active Middle Ear Implant (“ Esteem FI- AMEI ”), was created in 2006 and received FDA approval in 2010.



The Esteem FI- AMEI remains the only FDA approved fully implanted active hearing device on the market. The Esteem
FI- AMEI failed to gain commercial traction, primarily because the Centers for Medicaid and Medicare Services
classified it as a hearing aid and therefore not eligible for coverage. At an average total price (i. e., device and surgery) of
over $ 25, 000, very few individuals were willing or able to pay out- of- pocket for the Esteem FI- AMEI We believe
hearing aid classification is improper for the Esteem FI- AMEI and we continue to work towards having the Esteem FI-
AMEI properly classified as a Fully Implanted Active Middle Ear Implant. Despite the commercial challenges of the
Esteem FI- AMEI, roughly 1, 000 devices were implanted globally. Some devices were implanted in the early 2000s
during clinical trials, providing us with nearly two decades of experience with its implantable sensor technology.
Throughout our experience, our sensor technology proved a viable alternative and robust option to external or
implanted microphones . [n eonneetton-with-late 2015, we made the Propesed-decision to shift our focus from the Esteem
FI- AMEI to a new product that would leverage the proven sensor technology and incorporate it into a cochlear implant.
As a result, we have developed the investigational fully implanted Acclaim CI and the possibility to disrupt a cochlear
implant market that we believe to be a large opportunity currently dominated by complacent incumbents.

On the Closing Date, we completed the Business Combination pursuant to the Business Combination
Agreement between Anzu and Legacy Envoy. As contemplated by the Business Combination Agreement, on the Closing
Date the following occurred: (a) each share of Legacy Envoy Preferred Stock issued and outstanding immediately prior
to the Effective Time was converted into shares of Legacy Envoy Common Stock; (b) each share of Merger Sub
Common Stock issued and outstanding immediately prior to the Effective Time was converted into and exchanged for
one share of Legacy Envoy Common Stock; (c) each outstanding option to purchase shares of Legacy Envoy Common
Stock outstanding as of immediately prior to the Effective Time was cancelled in exchange for nominal consideration; (d)
each outstanding warrant to purchase shares of Legacy Envoy Common Stock outstanding as of immediately prior to the
Effective Time automatically, depending on the applicable exercise price, was cancelled or exercised on a net exercise
basis and converted into shares of Legacy Envoy Common Stock in accordance its terms; (e) each outstanding
Legacy convertible promissory note was automatically converted into shares of Legacy Envoy Common Stock in
accordance with its terms; (f) each share of Legacy Envoy Common Stock issued and outstanding immediately prior the
Effective Time was cancelled and converted into the right to receive a number of shares of our Class A Common Stock
equal to the Exchange Ratio; (g) the Sponsor forfeited 5 , 510, 000 shares of Anzu Class B Common Stock and all 12, 500,
000 private warrants pursuant to the Sponsor Support Agreement; (h) the Sponsor exchanged 2, 500, 000 shares of Anzu
Class B Common Stock for 2, 500, 000 shares of our Series A Preferred Stock; (i) an aggregate of 2, 615, 000 shares of
Anzu Class B Common Stock held by the Sponsor and Anzu’ s former independent directors automatically converted
into our Class A Common Stock; (j) the Sponsor transferred an aggregate of 490, 000 shares of our Class A Common
Stock to the Legacy Forward Purchasers and the Extension Support Parties pursuant to the Side Letter Agreements and
Extension Support Agreements, respectively; and (k) the Company issued an aggregate of 8, 512 shares of Class A
Common Stock to the Meteora FPA Parties pursuant to the Forward Purchase Agreement. As of the open of trading on
October 2, 2023, the Class A Common Stock and Public Warrants of the Company, formerly those of Anzu, began
trading on Nasdaq as “ COCH ” and “ COCHW, ” respectively. The disclosure in this section gives effect to the Business
Combination and includes the operations of Legacy Envoy prior to the Business Combination. Our Product Cochlear
Implants- Fully Implanted vs. Partially Implanted The cochlea converts vibrations from the ossicular chain into nerve
signals that are transmitted through the auditory nerve for processing by the brain. Cochlear implants use electronic
signals to stimulate the auditory nerve. Partially implanted cochlear implants have two main components: a large
external component that sits on or behind the patient’ s ear and a surgically implanted internal component. The external
component contains a microphone, sound processer, and batteries. A magnetic coil on the external component lines up
with an internal magnetic coil in the internal component. The signal from the external component is transferred to the
internal coil where it is delivered to the electrode array, which is implanted in the cochlea, to electrically stimulate the
cochlea. The Acclaim CI is fully implanted and does not have the need for any external component to be worn on the ear.
Unlike partially implanted devices, the fully implanted Acclaim CI uses the ear to capture sound via a piezoelectric
sensor that is implanted in the middle ear. The sound processor and power source are also implanted. CAUTION:
Investigational Device — Limited by Federal Law to Investigational Use. Acclaim CI- A Breakthrough Device The fully
implanted Acclaim CI received the Breakthrough Device Designation from the U. S. Food and Drug Administration
(FDA) in 2019. However, the process of medical device development is inherently uncertain and there is no guarantee
that this designation will accelerate the timeline for approval or make it more likely that the Acclaim CI will be
approved. Moderate to profound hearing loss is currently an irreversible and debilitating human condition. Significant
hearing loss is correlated with increased anxiety, depression, social isolation, falls, and other costly health issues. An
article published in the journal Acta Otorhinolaryngol Italica in June 2016 suggests that untreated or undertreated
moderate to profound hearing loss correlates with earlier loss of cognitive function and poorer cardiovascular health. 2
While some solutions for hearing loss already exist (e. g., hearing aids, traditional cochlear implants) these have inherent
limitations in being fully or partially external, which limit patients in initial time to adoption, hours of use during the day
(inherent compliance restrictions), lifestyle, and quality of life. We believe that the Acclaim CI will be able to offer
hearing benefit over the patient’ s baseline condition and may also offer other important advantages over alternative
hearing loss treatments, such as: e Increased daily usage. We believe that the fully implanted nature of the Acclaim CI
will facilitate an increase in daily usage over other types of cochlear implants because the device can be used 24- hours a
day. e Hearing at night. Unlike other types of available cochlear implants, the Acclaim CI can be used at night. This
capability will support audibility of alarms, sirens, telephones, and other people for an added sense of security while they



sleep. @ Hearing in and around water. Patients using the Acclaim CI will not need to worry about removing their device
when showering, at the beach, or swimming laps. They will also not need to worry about damaging the device if caught
in the rain. e Hearing in active situations. A patient using the Acclaim CI will not need to worry about the external
processor falling off during exercise or other physical activities. The patient will not need to preemptively remove the
device prior to engaging in these types of activities, thus retaining audibility of the surrounding environment. 2Source:
Fortunato S, et al.; A Review of New Insights on the Association Between Hearing Loss and Cognitive Decline in Ageing;
Acta Otorhinolaryngologica Italica (Jun 2016), finding that increasing evidence has linked age related hearing loss to
more rapid progression of cognitive decline and incidental dementia and that many aspects of daily living of elderly
people have been associated to hearing abilities, showing that hearing loss affects the quality of life, social relationships,
motor skills, psychological aspects and function and morphology in specific brain areas. ® Lowered battery
maintenance. Other cochlear implants require near- daily battery replacement or battery charging. In addition to the
logistical hassle of worrying about keeping the batteries charged, this can be challenging for patients who have issues
with dexterity or neuropathy, as the batteries and components are small and can be hard to handle. The Acclaim CI is
designed with a battery contained within the implanted system components intended to be charged wirelessly through
the skin. The Acclaim CI battery is expected to last for several days between charges and will not require the patient to
use or handle small components like current cochlear implant systems do. ® No need for backup or secondary
processors. Many patients who have partially implanted cochlear implants with external hardware desire or need a
backup processor. The backup processor provides the patient with a sense of security because they know if their
primary processor is lost or damaged, they will be left without hearing for a period of time while they wait for a
replacement. In addition, lost or damaged components can be expensive to replace, with the cost of replacement often not
covered by insurance. The Acclaim CI processor is implanted and therefore not susceptible to damage, discomfort or
issues associated with moisture, germs, dirt, or other external causes of loss or physical damage due to having an
externally worn processor. ® No interference with equipment designed for non- hearing impaired. The externally worn
components of currently available cochlear implants can make wearing equipment or accessories difficult for existing
cochlear implant patients. For example, wearing helmets, hats, headphones, stethoscopes, or other accessories can
interfere with the placement of the external components and cause “ coil offs ” or prevent the patient from using the
device altogether. e Earlier adoption of cochlear implant technology from reduced stigma. For many potential users of
hearing instruments like hearing aids and cochlear implants, the perception of stigma associated with those technologies
can prevent or delay the adoption of the technology. We believe that the Acclaim CI, with no externally worn
components, may help reduce or perhaps even eliminate such stigma. We believe we can increase penetration rates for
adult cochlear implants in the U. S. e Potential to significantly reduce overall costs while improving net healthcare
outcomes. We believe a fully implanted cochlear implant should reduce cochlear implant costs over time by eliminating
costly external components that are frequently replaced at the expense of the patient, the insurer, Medicare, or other
third- party payor. There is also reason to believe that increasing compliance and use of cochlear implants, reducing
time to adoption for candidates, and increasing safety and security by providing the ability for true all- day hearing may
improve the net healthcare outcome for society over time. The Acclaim CI is implanted by a surgeon through a
procedure that we believe will average around two and a half to three hours under general anesthesia. We expect that
patients will experience mild to moderate discomfort after the procedure and benefit from several days of rest after
surgery. A four- week waiting period is required before the Acclaim CI can be activated to allow the middle ear to heal
and fluid from surgery to dissipate. It is expected that the Acclaim CI battery pack will be replaced every 8- 12 years via
a less invasive surgical procedure that only replaces the Acclaim CI battery pack in the pectoral region (i. e., the whole
system does not need to be replaced, just the Acclaim CI battery pack). All of the competitive advantages referred to
above require that the Acclaim CI obtain FDA approval in its current form and substantially on our planned timeline. If
FDA approval is materially delayed for any reason, it is possible that competitors will offer products with similar
features before we are able to market the Acclaim CI. Market Overview Overview of Hearing Loss According to the
National Center for Health Statistics, hearing loss impacts about 15 % of the adult population in the United States. 3
Among older adults, nearly 25 % of people aged 65 to 74 have disabling hearing loss, and 50 % of those aged 75 and
older have disabling hearing loss, according to the National Institute on Deafness and Other Communications Disorders.
4 Organizations such as the Centers for Disease Control and Prevention (CDC) and the World Health Organization
(WHO) have recognized significant hearing loss as one of the most common disabilities impacting people around the
world. 5 The WHO estimates economic impact of untreated or undertreated hearing loss is approximately $ 750 billion
each year. 6 In common parlance, the terms “ hearing loss, ” “ hard of hearing, ” or “ deafness ” are often used to
describe a variety of types, levels, and causes of hearing loss that are treated differently clinically. The hearing loss
market can be classified based on causes and severity of hearing loss. There are three main types of hearing loss:
sensorineural, conductive, and mixed. Sensorineural hearing loss is due to problems of the inner ear and is often caused
by damage to “ hearing hair cells ” in the cochlea. Common causes include normal aging, excessive noise exposure, viral
infections, and exposure to drugs that are toxic to the hearing system. According to data published in the Journal of the
American Medical Association, sensorineural hearing loss is the most common form of hearing loss, representing
approximately 90 % of all hearing loss. 7 Conductive hearing loss is due to mechanical or structural problems with a
part of the hearing system, generally a result of congenital issues with or damage to the ear canal, ear drum, or ossicular
chain. Common causes include malformation of a particular part of the hearing system, middle ear infection, perforation
of the eardrum, wax buildup, or dislocation of the ossicles. Conductive hearing loss represents approximately 10 % of all
hearing loss, according to data published in the Journal of the American Medical Association. 8 Finally, mixed hearing



loss has some combination of both sensorineural and conductive components. In addition to the three main types of
hearing loss, there are generally five levels of hearing loss severity: normal, mild, moderate, severe, and profound.
Normal hearing is often defined as 0- 20 decibels (dB) of hearing loss and even with a slight loss most people do not notice
any impact. Mild hearing loss is often defined as 20- 40 dB of hearing loss with some people reporting difficulty hearing
soft spoken people. Most people with mild hearing loss do not address their hearing loss. As hearing loss progresses, the
impact on the individual becomes more noticeable. Moderate hearing loss is often defined as 40- 70 dB of hearing loss
and begins to show up with people reporting the ability to “ hear but not understand ” speech. More words are missed in
conversations, and it is harder to hear in certain environments. Severe hearing loss is often defined as 70- 90 dB of
hearing loss. People with severe hearing loss are unable to hear most speech and miss large portions of conversations
without assistance. People with severe hearing loss may find that even with hearing aids they are not getting enough
benefit to hear and understand most of the words in a conversation. Profound hearing loss is often defined as 90 dB or
more of hearing loss. People with profound hearing loss cannot hear speech or loud sounds such as sirens or horns. Most
people who are considered clinically “ deaf ” would have severe to profound hearing loss. 3Source: National Health
Interview Survey; Center For Disease Control And Prevention: National Center For Health Statistics (2022), finding
that as of 2022 15. S % of US adults reported some level of difficulty hearing. 4Source: Quick Statistics About Hearing;
National Institute Of Health; National Institute On Deafness And Other Communications Disorders (https: / / www.
nidcd. nih. gov / health / statistics / quick- statistics- hearing), summarizing statistics on hearing loss, including that 25 %
of people aged 65 to 74 have disabling hearing loss, and 50 % of those aged 75 and older have disabling hearing loss.
5Source: Preventing Noise- Induced Hearing Loss; Center For Disease Control And Prevention (2022); and Deafness
and Hearing Loss, World Health Organization (2023), each providing an overview of the prevalence of hearing loss.
6Source: Global Costs of Unaddressed Hearing Loss and Cost- Effectiveness of Intervention; World Health Organization
(2017), providing an overview of the global costs of hearing loss, including components of cost and the monetary values
attributable to such elements as costs typically incurred by health- care systems and patients, respectively, and reaching
the conclusion that the cost of untreated or undertreated hearing loss is approximately $ 750 billion each year. 7Source:
Yueh B, et al.; Screening and Management of Adult Hearing Loss in Primary Care: Scientific Review; Journal Of The
American Medical Association (2003), providing an epidemiology of types of hearing loss and identifying sensorineural
hearing loss as the cause of 90 % of hearing loss. 8Source: Yueh B, et al.; Screening and Management of Adult Hearing
Loss in Primary Care: Scientific Review; Journal Of The American Medical Association (2003), providing an
epidemiology of hearing loss, including the allocation of hearing loss between sensorineural hearing loss and other types.
Overview of Hearing Devices There are several different types of hearing devices to address hearing loss. It is common
for hearing loss to progress — continue to get worse — over the course of an individual’ s life, so it is possible that a patient
may have one or more hearing devices during the course of their lives. Personal Sound Amplification Devices (PSAPs)
are small electronic devices used to make sounds louder but with little sophistication. They are limited in ability and are
only suitable for normal to mild hearing loss. Hearing aids are the most common form of hearing device. These are small
sound- amplifying devices that come in a variety of shapes and sizes. They are always external and pick up sound
through a microphone and amplify the sound through a speaker in the ear canal. There are over- the- counter hearing
aids (no prescription required) designed to treat mild to moderate hearing loss and prescription hearing aids designed to
treat more significant hearing loss. Hearing aids can be used for all types of hearing loss and are typically the first device
a person with hearing loss will try. Active middle ear implants are implanted fully or partially in the middle ear (i. e.,
where the three ossicles or hearing bones are located). They are typically designed to treat moderate to severe
sensorineural hearing loss, but some also can address a certain level of mixed hearing loss. Middle ear implants use
mechanical energy to directly drive the cochlea with mechanical energy. Middle ear implants are not common due to the
lack of reimbursement coverage throughout the world. The Esteem FI- AMEI is the only fully implanted active middle
ear device currently with FDA approval and commercially available in the United States. Cochlear implants are
electrical hearing devices. They deliver electrical stimulation to the cochlea via an electrode array. The electrical
stimulation is picked up by the hearing nerve and patients are able to perceive sound. Traditionally, all cochlear
implants were partially implanted with an external component. We believe the fully implanted Acclaim CI will be the
first- of- a- kind cochlear implant with no external component worn on the ear or required for daily hearing and that
leverages the ear to pick up sound (i. e., versus a microphone). Auditory osseointegrated implants (bone conduction
implants) are used for conductive or certain types of mixed hearing loss. They are not used for sensorineural hearing
loss. They address a patient’ s conductive hearing loss by transferring sound information through the patient’ s skull via
vibration. Acclaim CI’ s Market Opportunity The Acclaim CI is designed to address severe to profound sensorineural
hearing loss that is not adequately addressed by hearing aids. We anticipate that the Acclaim CI will only be indicated
for adults who have been deemed adequate candidates by a qualified physician. We believe there is a significant
population of adults in the United States who are cochlear implant candidates but choose not to get the therapy because
of the external component required for daily hearing. We believe this is one of the main reasons why industry sources,
such as a 2018 paper published in the journal Trends in Hearing, and our own market research estimate 5- 8 %
penetration rate for cochlear implants in the adult population. 9 9Sources: Holder JT, et al., Current Profile of Adults
Presenting for Preoperative Cochlear Implant Evaluation; Trends In Hearing (2018), providing an analysis of
implantation rates of cochlear implants among adults receiving preoperative screening, including a determination that «
the market penetration for cochlear implantation was just 7. 7 % in the adult population of individuals with severe- to-
profound sensory hearing loss. ” We have also commissioned market research by S2N Health, which analyzed available
literature and estimates from other market participants to reach the 5- 8 % penetration rate, based in part on an



expansion of candidacy criteria since the publication of the Holder article. As an example of the effect of changing
candidacy criteria, Nassiri AM, et al., determined penetration rates to be 12. 1 % based on the prior more restrictive
criteria and 2. 1 % based on the current, broader criteria. Current Estimates of Cochlear Implant Utilization in the
United States, Otol Neurotol (June 2022). Based on published literature and industry sources (prior to candidacy
expansion for cochlear implant candidates), including the American Journal of Public Health, we believe there are
approximately 6. 6 million Americans age 12 or older with severe to profound hearing loss in at least one ear. 10
Incorporating estimates for clinical indications (including limited benefit from hearing aids), we believe there are
approximately 2. 8 million adults in the United States who could qualify for a cochlear implant. Based on an assumed
selling price in the United States for a traditional cochlear implant of $ 30, 000 (a $ 5, 000 premium over the average sale
price of current partially- implanted devices), we believe the adult cochlear implant market in the United States alone
represents a potential market opportunity of over $ 80 billion. Based on the published literature and industry sources
previously referenced, we believe there will be roughly 25, 000- 30, 000 adults implanted with a cochlear implant in the
United States every year by 2026. Based on an assumed selling price of $ 30, 000, that is an annual market opportunity
that exceeds $ 750 million for just the United States adult population. In addition, many estimates from published
literature and industry sources were made prior to changing candidacy within the cochlear implant market. Two major
shifts in clinical candidacy have likely increased the market sizes: (a) the Centers for Medicare & Medicaid Services (“
CMS ”) has expanded coverage from 40 % word recognition scores to 60 % word recognition scores and (b) there is
more acceptance of treating single sided deafness with a cochlear implant. While these numbers represent the entire
adult cochlear implant market in the United States, we believe that if we are able to establish distribution channels and
strategic relationships with clinics and healthcare professionals the Acclaim CI will be in a unique position to capture
existing market share quickly and to also capture a healthy portion of the unserved market- those who are not pursuing
a cochlear implant because of the external components. Moreover, it is reasonable to believe that Acclaim CI will
demand a higher average selling price than existing partially implanted cochlear implants. We also believe there are
substantial total market and annual market opportunities outside the United States. Currently, our analysis estimates
that approximately S0 % of the hearing device market is international. Given the greater number of hearing loss
patients outside the United States, we also believe the international market is currently significantly underserved and
offers significant opportunity for expansion if we are able to obtain the necessary regulatory approvals and expand our
international distribution capabilities. However, we will be unable to expand into international markets if we are unable
to obtain these regulatory approvals. Market Competition There are currently three major cochlear implant
manufacturers- Cochlear Ltd., Advanced Bionics (Sonova), and Med- El. Oticon Medical (Demant) was set to become
the fourth global cochlear implant player, but Cochlear Ltd has agreed in principle to purchase the cochlear implant
business portion of Oticon Medical from Demant. There are a few other minor regional players, such as Nurotron in
China, which appears to be focused on developing countries. Cochlear Ltd. (ASX: COH) is the leading cochlear implant
device manufacturer with approximately 60 % of global market share and a market capitalization of approximately $ 13
billion (US Dollars) as of December 31, 2023. In comparison to Envoy Medical, the three current primary providers of
cochlear implants have a greater penetration into the hearing loss treatment market, which has allowed them to develop
relationships with audiologists, otolaryngologists (ENT physicians), hearing loss centers, and the other physicians on
whom providers rely for referrals. The current providers also have existing relationships with patients who have used
their devices. In addition, current providers also have substantially greater financial and operational resources, which
may give them an advantage in capitalizing on new technology and responding to other changes to the marketplace.
10Source: Goman, AM and Frank RL, Prevalence of Hearing Loss by Severity in the United States, AMERICAN
JOURNAL OF PUBLIC HEALTH (Oct 2016), estimating that 6. 6 million (2. 5 %) of Americans aged 12 years or older
have severe to profound hearing loss in at least one ear, with three quarters of these individuals being older than 60
years. We do not plan to market the Acclaim CI to patients under age 18. If we are able to obtain regulatory approval of
the Acclaim CI, we believe physicians and patients will be receptive to its competitive advantage as a fully implanted
cochlear implant. However, based on our lack of history in the market, we will need to make material investments in
patient advertising, provider education and training, distribution capabilities, and physician strategic relationships to
capitalize on such advantages and gain market share. We will be unable to begin investing in these areas until we obtain
FDA approval. Market Trends The first documented cochlear implant was completed in 1961. The initial devices were
crude single electrode cochlear implants with the intended purpose of giving some basic environmental and situational
awareness to adults with profound hearing loss. A few years later, multi- channel devices were introduced. Over time,
multi- channel devices evolved more quickly and allowed for more robust processing and mapping strategies. By the
1980s, cochlear implants were an accepted standard of care for adults with profound hearing loss with the multi- channel
devices becoming the preferred design by most healthcare professionals. The next two to three decades focused on the
evolution of multi- channel electrodes and creating new sound processing and electrode mapping techniques to focus on
speech understanding. As a result, most cochlear implant patients can understand speech quite well with the appropriate
follow- up and speech therapy. Candidacy was expanded to include children and people with different levels or types of
hearing loss. Over the last few years, the trends of the cochlear implant industry have mirrored that of the hearing aid
industry, with less emphasis on hardware design and more placed on appearance and usability. The physical form and
function have not changed significantly, although new sound processing strategies have been implemented to improve
patient outcomes. While product reliability has gradually improved, clinical efficacy seems to have plateaued. To
increase market share, manufacturers have focused on making cochlear implants more visibly appealing (e. g., slightly
smaller external components, color “ kits ” for the external components), user friendly (e. g., connectivity),



environmentally robust (e. g., water resistance), and more reliable (e. g., fewer recalls). We believe that the trend over the
next decade will be a continuation of the focus on usability, connectivity, lifestyle, and miniaturization. As cochlear
implants become more accepted as a therapy for individuals with moderate to profound sensorineural hearing loss,
manufacturers will pay attention to ways of making patients interested in their device over a similarly performing
competing device. Another major trend within the industry is a loosening of the clinical candidacy requirements. In
addition to people with “ better ” hearing levels being considered for cochlear implants (e. g., people with moderate
hearing in the lower frequencies) there has also been a movement to implant people with “ single sided deafness ” (“ SSD
). Both Med El (in 2019) and Cochlear (in 2021) achieved FDA approval for treatment of those with SSD and
asymmetric hearing loss. As a result, more patients are eligible for cochlear implants than ever before. Finally, industry
participants have made material investments to inform more adult candidates about cochlear implants to increase usage.
Currently, industry sources, including a 2018 paper published in the journal Trends in Hearing, 11 and our own market
research estimate that less than 10 % of adults who meet the indications for cochlear implant candidacy are implanted,
leaving more than 90 % of the current adult market as untapped potential for new technologies. However, we will
require FDA approval for the Acclaim CI and significant investment in our training and distribution network before we
can access such market. Reimbursement Strategy Cochlear implants enjoy a fully developed reimbursement pathway.
Cochlear implants have been deemed a coverable benefit by CMS and enjoy an existing National Coverage
Determination (“ NCD ”). In the United States, many private and public payors cover at least one cochlear implant per
adult. There is existing coding, coverage, and payment for cochlear implants. 11Source: Holder JT, et al., Current
Profile of Adults Presenting for Preoperative Cochlear Implant Evaluation; TRENDS IN HEARING (2018). Unlike the
Esteem FI- AMEI, which was classified as a hearing aid by CMS and therefore statutorily excluded from being a
coverable benefit under Medicare and Medicaid, the Acclaim CI is expected to be eligible for Medicare and Medicaid
coverage as a cochlear implant. As mentioned above, the Acclaim CI received Breakthrough Device Designation. There
are potential reimbursement- related benefits to the designation (i. e., the ability to receive higher reimbursements than
are received by incumbent devices); however, the implementation of these benefits has not been finalized by Congress
and CMS and there is no guarantee that Breakthrough Device Designation will offer any benefit with respect to
reimbursement. Timeline to Commercialization of Acclaim CI In the United States, before we can market a new Class
III medical device, which the Acclaim CI is, we must first receive FDA approval via the premarket application (“ PMA
) approval process. We currently anticipate obtaining FDA approval in 2026, although the process of obtaining FDA
approval is uncertain, and we may not obtain approval on that timeline or at all. A large component of our PMA will be
a successful pivotal clinical study of approximately 50 to 60 patients. The pivotal clinical study will have several safety
and efficacy endpoints. Study design, including the clinical protocol, have not been finalized and are pending discussions
with the FDA. In order to start a pivotal clinical study, we will need to obtain an Investigational Device Designation (“
IDE ”) from the FDA. The submission for an IDE is a large collection of a significant amount of information required by
the rule and regulations governing Class III medical devices. We submitted our IDE for approval in Q1 of 2024 with
approval anticipated by end of Q2 2024 or beginning of Q3 2024. However, FDA approval 0f the IDE is not guaranteed
and each step of the process may take longer than planned ise

Fhese-eosts-inelude-If FDA approval is delayed btrt—afe—ﬁet—hmﬁed-we w1ll be unable to move
forward with expansion of our corporate infrastructure , development of distribution capabilities, and implementation of
product technical support and provider training, and the seetrintg-delayed approval may limit the
funds available for investment in these areas. Regulatory delays would also put us further behind our established
competitors in the market and may allow additional competitors into the market with products that have competitive
advantages over ours. Moreover, if FDA approval is delayed beyond our current plan or if delay is based on safety or
efficacy concerns that require product redesign, we will be required to raise significant additional capital to continue our
operations. We may be unable to raise these additional funds on favorable terms or at all, especially if approval is
delayed based on device performance or other issues with the Acclaim CI. Because the Acclaim CI is currently our only
product candidate that we believe can be commercialized, we would be unable to continue operations if it were
determined that we could not obtain FDA approval for the Acclaim CI. Early Feasibility Study Part of applying for a
pivotal clinical study IDE is informing the FDA of any preclinical or clinical work that has been done. The Acclaim CI
has undergone extensive benchtop and laboratory testing throughout the design and development process. Animal
testing was done to demonstrate the reliability of the Acclaim CI” s rechargeable battery and charging safety algorithm.
In the third quarter of 2022, we received an IDE to undergo a small Early Feasibility Study (“ EFS ”) at Mayo Clinic in
Rochester, Minnesota. The principal investigator is Dr. Colin Driscoll, a respected veteran in the global cochlear implant
industry. There were three patients enrolled, implanted, and activated in the fourth quarter of 2022. The purpose of this
early feasibility study was to demonstrate that the Acclaim CI is capable of operating as it was designed. In other words,
there are no safety or efficacy endpoints. The study is essentially designed to elicit patient and professional feedback
regarding their experience using the device and inform any necessary design changes prior to beginning the pivotal
clinical study. We believe that the initial results of the EFS were primarily promising. A few design shortcomings have
been identified and will be addressed. The primary concern is a signal to noise issue in which a component of the
Acclaim CI is introducing an unintended noise into the signal path, creating an artifact that subjects identify as a
gurgling or sizzling background noise. Mitigation and resolution strategies are ongoing. We believe we have identified
some of the the unintended noise and strategies to mitigate that noise. We will not know if we have identified
all of the sources of the unintended noise until implanted into another patient with an improved device. We believe we
may be able to correct the issue without material delay, but there remains the possibility that once one noise source is




corrected another will be uncovered and the timelines may be extended in a material way. The patients use their devices
daily, but if the noise issue cannot be resolved in a timely manner, one or more of the patients may stop using the device
or elect to remove the implanted device. From the outset of the trial, all EFS subjects have achieved hearing percepts
through activation of the implant stimulator and achieve unique pitch percepts on each electrode, typical of all other
cochlear implant recipients. The patients use their devices daily. Two of the three patients choose to wear a hearing aid
on top of their Acclaim CI. This combination helps to mitigate the noise and provide patients with a signal to noise ratio
that allows them to use and enjoy the performance of the device. It was an unanticipated discovery during the EFS that a
hearing aid on top of the Acclaim CI could provide patients with additional improvement. We are intrigued by the
possibility of offering a fully implanted cochlear implant that could also allow for the use of a hearing aid or other ear
accessory (e. g., ear buds) because the Acclaim CI leverages the ear to pick up sound. Go- To- Market Strategy Assuming
PMA approval is received, our commercialization strategy will be quality over quantity to facilitate the Acclaim CI
gaining a meaningful foothold in the marketplace without unnecessary complications stemming from attempting to grow
too quickly. The surgical professionals believed to be best suited to implant the Acclaim CI are otologists and
neurotologists (i. e., sub- specialties of otolaryngologists). This community is relatively small compared to other
specialties, with only a few hundred active professionals in the United States. We anticipate carefully selecting roughly 30
sites to be trained and ready to implant upon commercialization. These 30 sites are expected to be spread throughout the
country and focus on quality of surgical care and capacity to serve a sufficient number of qualified patients. Following
the initial 30 sites, we intend to add an additional 30 sites every year until there are roughly 150 sites actively implanting
the Acclaim CI. However, this strategy will require significant investments in the development of our management team,
corporate infrastructure, and manufacturing capabilities, as well as expansion of our sales, distribution, and training
network. We do not anticipate offering the Acclaim CI at every cochlear implant center in the country. The other key
professional group is audiologists. Each surgical site will have its own audiology team familiar with cochlear implants.
The audiology team is critical to the success of a surgical site’ s performance. We will invest resources for in- person
training, and technical and product support as well as virtual training, and technical and product support for
audiologists servicing patients with our products. Outside of surgical sites, there is a subset of audiologists who
traditionally work with patients currently using hearing aids. These audiologists will be instrumental in identifying and
referring potential Acclaim CI patients to surgical sites. One of the largest barriers to more cochlear implant candidates
becoming cochlear implant recipients is the lack of awareness and understanding by the audiologists of the technology
and associated benefits available for their patients. We believe strong relationships can be built with both surgical teams
and audiologists to ensure both are able to understand the options and benefits of the technology and differentiate
themselves from the marketplace by offering and working with the Acclaim CI. However, we will be unable to train,
educate, and develop these relationships until we are able to obtain FDA approval for the Acclaim CI. Commercial
Activities Outside of the United States We anticipate pursuing the Conformité Européenne mark (“ CE Mark ) in the
European Union shortly after FDA approval. The CE Mark will allow the Acclaim CI to be sold throughout the
European Economic Area. We are currently focusing our resources on FDA approval and will address commercial
activities outside of the United States when the FDA approval process is more advanced. Eventually, we anticipate
pursuing other markets based on the potential size of the markets and availability of reimbursement, such as Australia,
Brazil, and parts of Asia, although no such approval is guaranteed, and approval may take longer and involve greater
cost than we currently anticipate. Product Evolution and Next Generation Products The focus of research and
development over the next several years will be to improve upon the existing product design of the Acclaim CI to aid the
process of obtaining FDA approval. Quality and reliability will be a primary focus of the team in the initial years of
market release. We will also focus on the growing need for robust software and user interfaces for both the patient and
the professional. It is possible that we will expand our portfolio to include a variety of cochlear electrode arrays similar
to other cochlear implant companies. However, we do not anticipate expanding into as large of an electrode portfolio as
some of our competitors as we are not convinced that a large electrode portfolio is efficient or effective. Esteem FI-
AMELI- a potentially viable product with reimbursement The Esteem FI- AMEI is a unique technology that could serve a
niche segment of the hearing market. FDA- approved since 2010, the Esteem FI- AMEI suffered from a lack of
reimbursement due to categorization as a hearing aid. We believe that this categorization is inaccurate as, unlike a
hearing aid which is essentially an externally worn microphone and speaker simply making sounds louder, the Esteem
FI- AMEI is fully implanted and replaces the function of the middle ear. Although efforts to change that categorization
have been unsuccessful to date, recently, a new bipartisan Congressional bill, titled the Hearing Device Coverage
Clarification Act was introduced in February 2024. The bill seeks to clarify that fully implanted active middle ear
hearing devices (FI- AMEISs) are prosthetics and not subject to the current Medicare hearing aid coverage exclusion. If
the bill is successful clarifying that fully implanted active middle ear implants (FI- AMEIs) are eligible for coverage and
then a change does happen to reimbursement policy for fully implanted active middle ear implants, the Esteem FI-
AMEI is an existing FDA approved product ready to capitalize on such a change. Were the change in reimbursement
policy to occur and we were to focus on marketing the Esteem FI- AMEI it would benefit from upgrades to its power
source and chip design. Such upgrades are not currently a priority of the organization as we view pursuing the
commercialization of the Acclaim CI as the appropriate focus and best use of resources. Existing Esteem FI- AMEI
patients and professionals who work with those patients will continue to be supported. It is not only important for the
market to know we support our patients for life, but it is the right thing to do for the patients. New implantations of the
Esteem FI- AMEI are not expected to be more than a few per year until, and if, the reimbursement policy changes.
Absent a change in reimbursement policy, there only will be nominal revenue from replacement of sound processors for



existing patients who need a new battery. Intellectual Property We rely on a combination of patent, copyright,
trademark and trade secret laws and confidentiality and invention assignment agreements to protect our intellectual
property rights. As of February 29, 2024, we had rights to 30 issued U. S. patents, which are estimated to expire between
2025 and 2042 assuming all required fees are paid, 16 pending U. S. patent applications, 12 issued foreign patents and 28
pending foreign and international patent applications. Our patents cover, among other things, aspects of our current
Acclaim CI system and future product concepts. Some of the pending foreign and international patent applications
preserve an opportunity to pursue patent rights in multiple countries. Our pending patent applications may not result in
issued patents, and we cannot assure you that any current or subsequently issued patents will protect our intellectual
property rights or provide us with any competitive advantage. While there is no active litigation involving any of our
patents or other intellectual property rights and we have not received any notices of patent infringement, we may be
required to enforce or defend our intellectual property rights against third parties in the future. See Item 1A. Risk
Factors- Risks Relating to our Intellectual Property for additional information regarding these and other risks related to
our intellectual property portfolio and their potential effect on us. Material Patents Our material patents, their
jurisdiction, patent number, and expiration date are listed in the tables below: Jurisdiction Patent No. Expiration Date
Title U. S. 7297101 01 /17 / 2026 Method and apparatus for minimally invasive placement of sensing and driver
assemblies to improve hearing loss U. S. 9782600 05 /17 / 2033 Self- regulating transcutaneous energy transfer U. S.
7524278 08 / 15 / 2025 Hearing aid system and transducer with hermetically sealed housing U. S. 9497555 01 /30 /2035
Implantable middle ear transducer having improved frequency response U. S. 10129660 10 / 27 / 2028 Implantable
middle ear transducer having improved frequency response U. S. 9036824 12 /30 / 2033 Transducer impedance
measurement for hearing aid U. S. 9521493 05 /03 /2032 Transducer impedance measurement for hearing aid U. S.
9682226 12 / 06 / 2033 Electronic lead connection and related devices U. S. 10549090 10 /20 / 2037 Communication
system and methods for fully implantable modular cochlear implant system U. S. 10646709 04 / 09 / 2038 Fully
implantable modular cochlear implant system U. S. 10569079 09 / 04 / 2037 Communication system and methods for
fully implantable modular cochlear implant system U. S. 10743812 03 / 25 /2035 Implantable middle ear diagnostic
transducer U. S. 11260220 02 / 28 / 2040 Implantable cochlear system with integrated components and lead
characterization U. S. 11266831 06 / 13 / 2040 Implantable cochlear system with integrated components and lead
characterization U. S. 9525949 03 / 16 / 2034 Implantable middle ear transducer having diagnostic detection sensor U. S.
11051116 10 /11 / 2032 Implantable middle ear transducer having diagnostic detection sensor U. S. 11471689 04 / 14 /
2041 Cochlear implant stimulation calibration U. S. 11564046 07 / 17 / 2041 Programming of cochlear implant
accessories U. S. 9313590 03 /13 / 2033 Hearing aid amplifier having feed forward bias control based on signal amplitude
and frequency for reduced power consumption U. S. 9635478 03 / 09 / 2034 Coulomb counter and battery management
for hearing aid U. S. 11672970 02 / 21 / 2040 Implantable cochlear system with integrated components and lead
characterization U. S. 11697019 12 / 02 / 2040 Combination hearing aid and cochlear implant system U. S. 11711658 10 /
11 /2032 Implantable middle ear transducer having diagnostic detection sensor EP 3500337 08 / 17 / 2037 Implantable
modular cochlear implant system with communication system and network DE 602017036854 08 /17 / 2037 Implantable
modular cochlear implant system with communication system and network DK 3500337 08 /17 / 2037 Implantable
modular cochlear implant system with communication system and network AT 1381751 08 /17 / 2037 Implantable
modular cochlear implant system with communication system and network EP 3927420 2 / 21 / 2040 Implantable
cochlear system with integrated components and lead characterization DE 602020024229 2 /21 / 2040 Implantable
cochlear system with integrated components and lead characterization U. S. 11633591 8 / 3 / 2041 Combination implant
system with removable earplug sensor and implanted battery U. S. 11806531 4 / 11 / 2041 Implantable cochlear system
with inner ear sensor U. S. 11839765 1 /23 / 2042 Cochlear implant system with integrated signal analysis functionality
U. S. 11865339 6 /22 / 2042 Cochlear implant system with electrode impedance diagnostics Trademarks As of December
31, 2023, we had trademark registrations, covering “ Acclaim ”, “ Envoy ”, “ Envoy Medical ”, “ EnvoyCEM ”,
Esteem ”, “ Invisible Hearing ”, and “ MEDCEM. ” Our U. S. trademarks have registration dates between 2002 and
2021 and have upcoming renewal dates between 2027 and 2033. All of our trademarks are in current use, and we expect
that they will remain in use for the foreseeable future. We also rely, in part, upon unpatented trade secrets, know- how
and continuing technological innovation, and may in the future rely upon licensing opportunities, to develop and
maintain our competitive position. We protect our proprietary rights through a variety of methods, including
confidentiality and assignment agreements with suppliers, employees, consultants and others who may have access to our
proprietary information. Manufacturing and Supply We currently do all final manufacturing at our facility in White
Bear Lake, Minnesota. We rely on a limited number of technicians and have some critical equipment that would be
difficult to replace in a timely manner. In order to scale quickly, we will need to expand our manufacturing capacity and
add additional shifts. We rely on third- party suppliers to manufacture some of our critical sub- assemblies. Outsourcing
sub- assemblies manufacturing reduces our need for additional capital investment. We select our suppliers carefully and
require they adhere to all applicable regulations. We monitor our suppliers and always inspect all components received.
Our quality assurance process monitors and maintains supplier performance through qualification and periodic
supplier reviews and audits. Certain components used in our products are supplied by single- source suppliers, but we
believe that we are able to plan supply in a manner that would minimize the effect of losing any of our existing suppliers.
Our suppliers manufacture the components they produce for us and test our components and devices to our
specifications. We intend to maintain sufficient levels of inventory to enable us to continue our operations while we
qualify additional potential suppliers in the event that one or more of our single- source suppliers were to encounter a
delay in supply or end supply. Due to our current limited production numbers, we order components and sub-



assemblies on a purchase order basis and do not have supply agreements with any of our suppliers. Government
Regulation Our products and our operations are subject to extensive regulation by the FDA and other federal and state
authorities in the U. S., as well as comparable authorities in the European Economic Area (“ EEA ) and other countries
in which we may sell our products. In the U. S., our products are subject to regulation as medical devices under the
Federal Food, Drug, and Cosmetic Act (“ FDCA ) as implemented and enforced by the FDA. The FDA regulates the
development, design, non- clinical and clinical research, manufacturing, safety, efficacy, labeling, packaging, storage,
installation, servicing, recordkeeping, premarket clearance or approval, import, export, adverse event reporting,
advertising, promotion, marketing and distribution, and import and export of medical devices to ensure that medical
devices distributed domestically are safe and effective for their intended uses and otherwise meet the requirements of the
FDCA. In addition to U. S. regulations, we are subject to a variety of regulations in the EEA governing clinical trials and
the commercial sales and distribution of our products. Even if we obtain the required FDA clearance or approval for a
product in the United States, we will be required to obtain authorization before commencing clinical studies and to
obtain marketing authorization or approval of our products under the comparable regulatory authorities of countries
outside of the U. S. before we can commence clinical studies or commercialize our products in those countries. The
approval process varies from country to country and the time may be longer or shorter than that required for FDA
clearance or approval. FDA Premarket Clearance and Approval Requirements Unless an exemption applies, each
medical device commercially distributed in the U. S. requires either FDA clearance of a 510 (k) premarket notification
or PMA. Under the FDCA, medical devices are classified into one of three classes, Class I, Class II, or Class III,
depending on the degree of risk associated with each medical device and the extent of manufacturer and regulatory
control needed to ensure its safety and effectiveness. Class I includes devices with the lowest risk to the patient and are
those for which safety and effectiveness can be assured by adherence to the FDA’ s General Controls for medical devices,
which include compliance with the applicable portions of the FDA’ s Quality System Regulations (“ QSR ”), facility
registration and product listing, reporting of adverse medical events, and truthful and non- misleading labeling,
advertising, and promotional materials. Class I devices are subject to the FDA’ s General Controls, and special controls
as deemed necessary by the FDA to ensure the safety and effectiveness of the device. While most Class I devices are
exempt from the 510 (k) premarket notification requirement, manufacturers of most Class II devices are required to
submit to the FDA a premarket notification under Section 510 (k) of the FDCA requesting permission to commercially
distribute the device. The FDA’ s permission to commercially distribute a device subject to a 510 (k) premarket
notification is generally known as 510 (k) clearance. Under the 510 (k) process, the manufacturer must submit to the
FDA a premarket notification demonstrating that the device is “ substantially equivalent ” to either a device that was
legally marketed prior to May 28, 1976, the date upon which the Medical Device Amendments of 1976 were enacted, or
another legally marketed device that was cleared through the 510 (k) process. Devices deemed by the FDA to pose the
greatest risks, such as life- sustaining, life- supporting or some implantable devices, or devices that have a new intended
use, or use advanced technology that is not substantially equivalent to that of a legally marketed device, are placed in
Class 111, requiring approval of a PMA. Some pre- amendment devices are unclassified but are subject to the FDA’ s
premarket notification and clearance process in order to be commercially distributed. The Acclaim CI will be regulated
as a Class III device and will require approval of a PMA prior to commercialization. PMA Approval Pathway Class 111
devices require PMA approval before they can be marketed although some pre- amendment Class I1I devices for which
the FDA has not yet required a PMA are cleared through the 510 (k) process. The PMA process is more demanding than
the 510 (k) premarket notification process. In a PMA process, the manufacturer must demonstrate that the device is safe
and effective, and the PMA must be supported by extensive data, including data from preclinical studies and human
clinical trials. The PMA must also contain a full description of the device and its components, a full description of the
methods, facilities and controls used for manufacturing, and proposed labeling. Following receipt of a PMA, the FDA
determines whether the application is sufficiently complete to permit a substantive review. If the FDA accepts the
application for review, it has 180 days under the FDCA to complete its review of a PMA, although in practice, the FDA’ s
review often takes significantly longer, and can take up to several years. An advisory panel of experts from outside the
FDA may be convened to review and evaluate the application and provide recommendations to the FDA as to the
approvability of the device. The FDA may or may not accept the panel’ s recommendation. In addition, the FDA will
generally conduct a preapproval inspection of the applicant or its third- party manufacturers’ or suppliers’
manufacturing facility or facilities to ensure compliance with the QSR. The FDA will approve the new device for
commercial distribution if it determines that the data and information in the PMA constitute valid scientific evidence
and that there is reasonable assurance that the device is safe and effective for its intended use (s). The FDA may approve
a PMA with post- approval conditions intended to ensure the safety and effectiveness of the device, including, among
other things, restrictions on labeling, promotion, sale and distribution, and collection of long- term follow- up data from
patients in the clinical study that supported the PMA or requirements to conduct additional clinical studies post-
approval. The FDA may condition a PMA approval on some form of post- market surveillance when deemed necessary
to protect the public health or to provide additional safety and efficacy data for the device in a larger population or for a
longer period of use. In such cases, the manufacturer might be required to follow certain patient groups for a number of
years and to make periodic reports to the FDA on the clinical status of those patients. Failure to comply with the
conditions of approval can result in material adverse enforcement action, including withdrawal of the approval. Certain
changes to an approved device, such as changes in manufacturing facilities, methods, or quality control procedures, or
changes in the design performance specifications, which affect the safety or effectiveness of the device, require
submission of a PMA supplement. PMA supplements often require submission of the same type of information as a



PMA, except that the supplement is limited to information needed to support any changes from the device covered by the
original PMA and may not require as extensive clinical data or the convening of an advisory panel. Certain other
changes to an approved device require the submission of a new PMA, such as when the design change causes a different
intended use, mode of operation, and technical basis of operation, or when the design change is so significant that a new
generation of the device will be developed, and the data that were submitted with the original PMA are not applicable for
the change in demonstrating a reasonable assurance of safety and effectiveness. Clinical Trials Clinical studies are
almost always required to support a PMA and are sometimes required to support a 510 (k) submission. All clinical
investigations of investigational devices to determine safety and effectiveness must be conducted in accordance with the
FDA’ s IDE regulations, which govern investigational device labeling, prohibit promotion of the investigational device,
and specify an array of recordkeeping, reporting and monitoring responsibilities of study sponsors and study
investigators. If the device presents a “ significant risk ” to human health, as defined by the FDA, the FDA requires the
device sponsor to submit an IDE application to the FDA, which must become effective prior to commencing human
clinical studies. A significant risk device is one that presents a potential for serious risk to the health, safety or welfare of
a patient and either is implanted, used in supporting or sustaining human life, substantially important in diagnosing,
curing, mitigating or treating disease or otherwise preventing impairment of human health, or otherwise presents a
potential for serious risk to a subject. An IDE application must be supported by appropriate data, such as animal and
laboratory test results, showing that it is safe to test the device in humans and that the testing protocol is scientifically
sound. The IDE will automatically become effective 30 days after receipt by the FDA unless the FDA notifies the
company that the investigation may not begin. If the FDA determines that there are deficiencies or other concerns with
an IDE for which it requires modification, the FDA may permit a clinical study to proceed under a conditional approval.
An IDE supplement must be submitted to, and approved by, the FDA before a sponsor or investigator may make a
change to the investigational plan that may affect its scientific soundness, study plan or the rights, safety or welfare of
human subjects. In addition, the study must be approved by, and conducted under the oversight of, an Institutional
Review Board (“ IRB ”) for each clinical site. The IRB is responsible for the initial and continuing review of the IDE, and
may pose additional requirements for the conduct of the study. If an IDE application is approved by the FDA and one or
more IRBs, human clinical studies may begin at a specific number of investigational sites with a specific number of
patients, as approved by the FDA. If the device presents a non- significant risk to the patient, a sponsor may begin the
clinical study after obtaining approval for the study by one or more IRBs without separate approval from the FDA, but
must still follow abbreviated IDE requirements, such as monitoring the investigation, ensuring that the investigators
obtain informed consent, and complying with labeling and record- keeping requirements. During a study, the sponsor is
required to comply with the applicable FDA requirements, including, for example, study monitoring, selecting clinical
investigators and providing them with the investigational plan, ensuring IRB review, adverse event reporting, record
keeping, and prohibitions on the promotion of investigational devices or on making safety or effectiveness claims for
them. The clinical investigators in the clinical study are also subject to FDA regulations and must obtain patient
informed consent, rigorously follow the investigational plan and study protocol, control the disposition of the
investigational device, and comply with all reporting and recordkeeping requirements. Additionally, after a study
begins, we, the FDA or the IRB could suspend or terminate a clinical study at any time for various reasons, including a
belief that the risks to study subjects outweigh the anticipated benefits. Expedited Development and Review Programs
Following passage of the 21st Century Cures Act, the FDA implemented the Breakthrough Devices Program, which is a
voluntary program offered to manufacturers of certain medical devices and device- led combination products, including
the Acclaim CI, that may provide for more effective treatment or diagnosis of life- threatening or irreversibly
debilitating diseases or conditions. The goal of the program is to provide patients and health care providers with more
timely access to qualifying devices by expediting their development, assessment and review, while preserving the
statutory standards for FDA marketing authorization, although there is no guarantee that this designation will
accelerate the timeline for approval or make it more likely that the Acclaim CI will be approved. The program is
available to medical devices that meet certain eligibility criteria, including that the device provides more effective
treatment or diagnosis of life- threatening or irreversibly debilitating diseases or conditions, and that the device meets
one of the following criteria: (i) the device represents a breakthrough technology, (ii) no approved or cleared alternatives
exist, (iii) the device offers significant advantages over existing approved or cleared alternatives, or (iv) the availability of
the device is in the best interest of patients. Breakthrough Device designation provides certain benefits to device
developers, including more interactive and timely communications with FDA staff, use of post- market data collection,
when scientifically appropriate, to facilitate expedited and efficient development and review of the device, opportunities
for efficient and flexible clinical study design, and prioritized review of premarket submissions. The Acclaim CI received
Breakthrough Device designation in March 2019. Post- market Regulation After a device is cleared or approved for
marketing, numerous and pervasive regulatory requirements continue to apply. These include: e establishment
registration and device listing with the FDA; e QSR requirements, which require manufacturers, including third- party
manufacturers, to follow stringent design, testing, control, documentation and other quality assurance procedures
during all aspects of the design and manufacturing process; ® labeling and marketing regulations, which require that
promotion is truthful, not misleading, fairly balanced and provide adequate directions for use and that all claims are
substantiated, and also prohibit the promotion of products for unapproved or “ off- label ” uses and impose other
restrictions on labeling; FDA guidance on off- label dissemination of information and responding to unsolicited requests
for information; e the federal Physician Sunshine Act and various state and foreign laws on reporting remunerative
relationships with health care customers; o the federal Anti- Kickback Statute (and similar state laws) prohibiting,



among other things, soliciting, receiving, offering or providing remuneration intended to induce the purchase or
recommendation of an item or service reimbursable under a federal healthcare program, such as Medicare or Medicaid.
A person or entity does not have to have actual knowledge of this statute or specific intent to violate it to have committed
a violation; e the federal False Claims Act (and similar state laws) prohibiting, among other things, knowingly
presenting, or causing to be presented, claims for payment or approval to the federal government that are false or
fraudulent, knowingly making a false statement material to an obligation to pay or transmit money or property to the
federal government or knowingly concealing, or knowingly and improperly avoiding or decreasing, an obligation to pay
or transmit money to the federal government. The government may assert that claim includes items or services resulting
from a violation of the federal Anti- Kickback Statute constitutes a false or fraudulent claim for purposes of the false
claims statute; e clearance or approval of product modifications to 510 (k)- cleared devices that could significantly affect
safety or effectiveness or that would constitute a major change in intended use of one of our cleared devices, or approval
of a supplement for certain modifications to PMA devices; ® medical device reporting regulations, which require that a
manufacturer report to the FDA if a device it markets may have caused or contributed to a death or serious injury, or
has malfunctioned and the device or a similar device that it markets would be likely to cause or contribute to a death or
serious injury, if the malfunction were to recur; ® correction, removal and recall reporting regulations, which require
that manufacturers report to the FDA field corrections and product recalls or removals if undertaken to reduce a risk to
health posed by the device or to remedy a violation of the FDCA that may present a risk to health; e complying with the
new federal law and regulations requiring Unique Device Identifiers (“ UDI ) on devices and also requiring the
submission of certain information about each device to the FDA’ s Global Unique Device Identification Database (*
GUDID ”); e the FDA’ s recall authority, whereby the agency can order device manufacturers to recall from the market
a product that is in violation of governing laws and regulations; and e post- market surveillance activities and
regulations, which apply when deemed by the FDA to be necessary to protect the public health or to provide additional
safety and effectiveness data for the device. We may be subject to similar foreign laws that may include applicable post-
marketing requirements such as safety surveillance. Our manufacturing processes are required to comply with the
applicable portions of the QSR, which cover the methods and the facilities and controls for the design, manufacture,
testing, production, processes, controls, quality assurance, labeling, packaging, distribution, installation and servicing of
finished devices intended for human use. The QSR also requires, among other things, maintenance of a device master
file, device history file, and complaint files. As a manufacturer, our facilities, records and manufacturing processes are
subject to periodic scheduled or unscheduled inspections by the FDA. Our failure to maintain compliance with the QSR
or other applicable regulatory requirements could result in the shut- down of, or restrictions on, our manufacturing
operations and the recall or seizure of our products. The discovery of previously unknown problems with any of our
products, including unanticipated adverse events or adverse events of increasing severity or frequency, whether resulting
from the use of the device within the scope of its clearance or off- label by a physician in the practice of medicine, could
result in restrictions on the device, including the removal of the product from the market or voluntary or mandatory
device recalls. The FDA has broad regulatory compliance and enforcement powers. If the FDA determines that we failed
to comply with applicable regulatory requirements, it can take a variety of compliance or enforcement actions, which
may result in any of the following sanctions: e warning letters, untitled letters, fines, injunctions, consent decrees and
civil penalties; o recalls, withdrawals, or administrative detention or seizure of our products; ® operating restrictions or
partial suspension or total shutdown of production; e refusing or delaying requests for 510 (k) marketing clearance or
PMA approvals of new products or modified products; ® withdrawing 510 (k) clearances or PMA approvals that have
already been granted; e refusal to grant export or import approvals for our products; or e criminal prosecution.
Foreign Regulation In order for us to market our products in countries outside the U. S., we must obtain regulatory
approvals or certifications and comply with extensive product and quality system regulations in other countries. These
regulations, including the requirements for approvals, clearance or certifications and the time required for regulatory
review, vary from country to country. Some countries have regulatory review processes that are substantially longer
than U. S. processes. Failure to obtain regulatory approval or certification in a timely manner and meet all of the local
requirements including language and specific safety standards in any foreign country in which we plan to market our
products could prevent us from marketing products in such countries or subject us to sanctions and fines. Regulation of
Medical Devices in the European Union The European Union (“ EU ”) has adopted specific directives and regulations
regulating the design, manufacture, clinical investigation, conformity assessment, labeling and adverse event reporting
for medical devices. Until May 25, 2021, medical devices were regulated by Council Directive 93 /42 / EEC (the “ EU
Medical Devices Directive ), and Directive 90 / 385 / EEC (“ AIMDD ) which have been repealed and replaced by
Regulation (EU) No 2017 / 745 (the “ EU Medical Devices Regulation ). Our current certificates have been granted
under the EU Medical Devices Directive and the AIMDD whose regime is described below. However, as of May 26, 2021,
some of the EU Medical Devices Regulation requirements apply in place of the corresponding requirements of the EU
Medical Devices Directive and the AIMDD with regard to registration of economic operators and of devices, post-
market surveillance and vigilance requirements. Pursuing marketing of medical devices in the EU will notably require
that our devices be certified under the new regime set forth in the EU Medical Devices Regulation when our current
certificates expire. In the EU, there is currently no premarket government review of medical devices. However, all
medical devices placed on the EU market must meet the essential requirements, including the requirement that a medical
device must be designed and manufactured in such a way that it will not compromise the clinical condition or safety of
patients, or the safety and health of users and others. In addition, the device must achieve the performance intended by
the manufacturer and be designed, manufactured, and packaged in a suitable manner. Compliance with the essential



requirements is a prerequisite for the CE Mark without which medical devices cannot be marketed or sold in the EU. To
demonstrate compliance with the essential requirements, medical device manufacturers must undergo a conformity
assessment procedure, which varies according to the type of medical device and its (risk) classification. Except for low-
risk medical devices (Class I non- sterile, non- measuring devices), where the manufacturer can self- assess the
conformity of its products with the essential requirements (except for any parts which relate to sterility or metrology), a
conformity assessment procedure requires the intervention of a notified body. Notified bodies are independent
organizations designated by EU member states to assess the conformity of devices before being placed on the market. A
notified body would typically audit and examine a product’ s technical dossiers and the manufacturers’ quality system.
If satisfied that the relevant product conforms to the relevant essential requirements, the notified body issues a certificate
of conformity, which the manufacturer uses as a basis for its own declaration of conformity. The manufacturer may then
apply the CE Mark to the device, which allows the device to be placed on the market throughout the EU. Throughout the
term of the certificate of conformity, the manufacturer will be subject to periodic surveillance audits to verify continued
compliance with the applicable requirements. In particular, there will be a new audit by the notified body before it will
renew the relevant certificate (s). On April S, 2017, the EU Medical Devices Regulation was adopted with the aim of
ensuring better protection of public health and patient safety. The EU Medical Devices Regulation establishes a uniform,
transparent, predictable and sustainable regulatory framework across the EU for medical devices and ensures a high
level of safety and health while supporting innovation. Unlike the EU Medical Devices Directive and the AIMDD, the EU
Medical Devices Regulation is directly applicable in EU member states without the need for member states to implement
into national law. This aims at increasing harmonization across the EU. Devices lawfully placed on the market pursuant
to the EU Medical Devices Directive or the AIMDD prior to May 26, 2021 may generally continue to be made available
on the market or put into service until May 26, 2025, provided that the requirements of the transitional provisions are
fulfilled. In particular, the certificate in question must still be valid. However, even in this case, manufacturers must
comply with a number of new or reinforced requirements set forth in the EU Medical Devices Regulation, in particular
the obligations described below. The EU Medical Devices Regulation requires that before placing a device, other than a
custom- made device, on the market, manufacturers (as well as other economic operators such as authorized
representatives and importers) must register by submitting identification information to the electronic system
(Eudamed), unless they have already registered. The information to be submitted by manufacturers (and authorized
representatives) also includes the name, address and contact details of the person or persons responsible for regulatory
compliance. The new Regulation also requires that before placing a device, other than a custom- made device, on the
market, manufacturers must assign a unique identifier to the device and provide it along with other core data to the UDI
database. These new requirements aim at ensuring better identification and traceability of the devices. Each device and,
as applicable, each package will have a UDI composed of two parts: a device identifier (“ UDI- DI ) specific to a device,
and a production identifier (“ UDI- PI ”) to identify the unit producing the device. Manufacturers are also notably
responsible for entering the necessary data on Eudamed, which includes the UDI database, and for keeping it up to date.
The obligations for registration in Eudamed will become applicable at a later date (as Eudamed is not yet fully
functional). Until Eudamed is fully functional, the corresponding provisions of the EU Medical Devices Directive and the
AIMDD continue to apply for the purpose of meeting the obligations laid down in the provisions regarding exchange of
information, including, and in particular, information regarding registration of devices and economic operators. All
manufacturers placing medical devices into the market in the EU must comply with the EU medical device vigilance
system. Under this system, serious incidents and Field Safety Corrective Actions (“ FSCAs ) must be reported to the
relevant authorities of the EU member states. Manufacturers are required to take FSCAs defined as any corrective
action for technical or medical reasons to prevent or reduce a risk of a serious incident associated with the use of a
medical device that is made available on the market. An FSCA may include the recall, modification, exchange,
destruction or retrofitting of the device. The aforementioned EU rules are generally applicable in the EEA, which
consists of the 27 EU member states plus Norway, Liechtenstein, and Iceland. Brexit Since January 1, 2021, the
Medicines and Healthcare Products Regulatory Agency (“ MHRA ”) has become the sovereign regulatory authority
responsible for Great Britain (i. e. England, Wales and Scotland) medical device market according to the requirements
provided in the Medical Devices Regulations 2002 (SI 2002 No 618, as amended) that sought to give effect to EU Medical
Devices Directive and AIMDD whereas Northern Ireland continues to be governed by EU rules according to the
Northern Ireland Protocol. Following the end of the Brexit transitional period on January 1, 2021, new regulations
require medical devices to be registered with the MHRA before being placed on Great Britain market. The MHRA only
registers devices where the manufacturer or their United Kingdom (“ UK ) Responsible Person has a registered place of
business in the UK. Manufacturers based outside the UK need to appoint a UK Responsible Person that has a registered
place of business in the UK to register devices with the MHRA. On June 26, 2022, the MHRA published its response to a
10- week consultation on the post- Brexit regulatory framework for medical devices and diagnostics. MHRA seeks to
amend the UK Medical Devices Regulations 2002 (which are based on EU legislation, primarily the EU Medical Devices
Directive and the EU In Vitro Diagnostic Medical Devices Directive 98 / 79 / EC), in particular to create new access
pathways to support innovation, create an innovative framework for regulating software and artificial intelligence as
medical devices, reform IVD regulation, and foster sustainability through the reuse and remanufacture of medical
devices. Regulations implementing the new regime were originally scheduled to come into force in July 2023, but have
recently been postponed to July 2025. Devices bearing CE Marks issued by EU notified bodies under the EU Medical
Devices Regulation, the EU Medical Devices Directive or AIMDD are now subject to transitional arrangements. In its
consultation response, the MHRA indicated that the future UK regulations will allow devices certified under the EU



Medical Devices Regulation to be placed on the market in Great Britain under the CE Mark until either the certificate
expires or for five years after the new regulations take effect, whichever is sooner. Devices certified under the EU
Medical Devices Directive or AIMDD could continue to be placed on the market until either the certificate expires or for
three years after the new regulations take effect, whichever is sooner. Following these transitional periods, it is expected
that all medical devices will require a UK Conformity Assessed (“ UKCA ”’) mark. Manufacturers may choose to use the
UKCA mark on a voluntary basis until July 1, 2025. However, UKCA marking will not be recognized in the EU. The
rules for placing medical devices on the market in Northern Ireland, which is part of the UK, differ from those in the
rest of the UK. Compliance with this legislation is a prerequisite to be able to affix the UKCA mark to our products,
without which they cannot be sold or marketed in Great Britain. In addition, the Trade Deal between the UK and the EU
generally provides for cooperation and exchange of information between the parties in the areas of product safety and
compliance, including market surveillance, enforcement activities and measures, standardization- related activities,
exchanges of officials, and coordinated product recalls. As such, processes for compliance and reporting should reflect
requirements from regulatory authorities. Similarly, we are subject to regulations and product registration requirements
in many foreign countries in which we may sell our products, including in the areas of: e design, development,
manufacturing, and testing; ® product standards; e product safety; ® product safety reporting; ® marketing, sales, and
distribution; e packaging and storage requirements; o labeling requirements; ® content and language of instructions for
use; o clinical studies; ® record keeping procedures; ® advertising and promotion; e recalls and field corrective actions;
o post- market surveillance, including reporting of deaths or serious injuries and malfunctions that, if they were to
recur, could lead to death or serious injury; e import and export restrictions; e tariff regulations, duties, and tax
requirements; e registration for reimbursement; and e necessity of testing performed in country by distributors for
licensees. The time required to obtain clearance or certification required by foreign countries may be longer or shorter
than that required for FDA clearance, and requirements for licensing a product in a foreign country may differ
significantly from FDA requirements. Federal, State and Foreign Fraud and Abuse and Physician Payment
Transparency Laws In addition to FDA restrictions on marketing and promotion of drugs and devices, other federal,
state, and foreign laws restrict our business practices. These laws include, without limitation, foreign, federal, and state
anti- kickback and false claims laws, as well as transparency laws regarding payments or other items of value provided
to healthcare providers. The federal Anti- Kickback Statute prohibits, among other things, knowingly and willfully
offering, paying, soliciting or receiving any remuneration (including any kickback, bribe or rebate), directly or
indirectly, overtly or covertly, in cash or in kind to induce or in return for purchasing, leasing, ordering or arranging for
or recommending the purchase, lease or order of any good, facility, item or service reimbursable, in whole or in part,
under Medicare, Medicaid or other federal healthcare programs. The term “ remuneration ” has been broadly
interpreted to include anything of value, including stock, stock options, and the compensation derived through
ownership interests. Although there are a number of statutory exceptions and regulatory safe harbors protecting some
common activities from prosecution, the exceptions and safe harbors are drawn narrowly. Failure to meet all of the
requirements of a particular applicable statutory exception or regulatory safe harbor does not make the conduct per se
illegal under the federal Anti- Kickback Statute. Instead, the legality of the arrangement will be evaluated on a case- by-
case basis based on a cumulative review of all its facts and circumstances. Conduct and business arrangements that do
not fully satisfy one of these safe harbor provisions may result in increased scrutiny by government enforcement
authorities. Several courts have interpreted the statute’ s intent requirement to mean that if any one purpose of an
arrangement involving remuneration is to induce referrals of federal healthcare covered business, the federal Anti-
Kickback Statute has been violated. In addition, a person or entity does not need to have actual knowledge of the statute
or specific intent to violate it in order to have committed a violation. The majority of states also have anti- kickback laws
which establish similar prohibitions and in some cases may apply more broadly to items or services covered by any
third- party payor, including commercial insurers and self- pay patients. The federal civil False Claims Act prohibits,
among other things, any person or entity from knowingly presenting, or causing to be presented, a false or fraudulent
claim for payment or approval to the federal government or knowingly making, using or causing to be made or used a
false record or statement material to a false or fraudulent claim to the federal government. A claim includes “ any
request or demand ” for money or property presented to the U. S. government. The federal civil False Claims Act also
applies to false submissions that cause the government to be paid less than the amount to which it is entitled, such as a
rebate. Intent to deceive is not required to establish liability under the civil federal civil False Claims Act. Moreover, a
claim including items or services resulting from a violation of the federal Anti- Kickback Statute constitutes a false or
fraudulent claim for purposes of the federal civil False Claims Act. In addition, private parties may initiate “ qui tam ”
whistleblower lawsuits against any person or entity under the federal civil False Claims Act in the name of the
government and share in the proceeds of the lawsuit. The government may further prosecute conduct constituting a false
claim under the federal criminal False Claims Act. The criminal False Claims Act prohibits the making or presenting of
a claim to the government knowing such claim to be false, fictitious or fraudulent and, unlike the federal civil False
Claims Act, requires proof of intent to submit a false claim. The Civil Monetary Penalties Law imposes penalties against
any person or entity that, among other things, is determined to have presented or caused to be presented a claim to a
federal healthcare program that the person knows or should know is for an item or service that was not provided as
claimed or is false or fraudulent, or offering or transferring remuneration to a federal healthcare beneficiary that a
person knows or should know is likely to influence the beneficiary’ s decision to order or receive items or services
reimbursable by the government from a particular provider or supplier. The Health Insurance Portability and
Accountability Act (“ HIPAA ”) also created additional federal criminal statutes that prohibit among other actions,



knowingly and willfully executing, or attempting to execute, a scheme to defraud any healthcare benefit program,
including private third- party payors, knowingly and willfully embezzling or stealing from a healthcare benefit program,
willfully obstructing a criminal investigation of a healthcare offense, and knowingly and willfully falsifying, concealing
or covering up a material fact or making any materially false, fictitious or fraudulent statement in connection with the
delivery of or payment for healthcare benefits, items or services. Similar to the federal Anti- Kickback Statute, a person
or entity does not need to have actual knowledge of the statute or specific intent to violate it in order to have committed a
violation. Many foreign countries have similar laws relating to healthcare fraud and abuse. Foreign laws and regulations
may vary greatly from country to country. For example, the advertising and promotion of medical devices is subject to
some general principles set forth in EU legislation. According to the EU Medical Devices Regulation, only devices that
are CE marked may be marketed and advertised in the EU in accordance with their intended purpose. Directive 2006 /
114 / EC concerning misleading and comparative advertising and Directive 2005 /29 / EC on unfair commercial
practices, while not specific to the advertising of medical devices, also apply to the advertising thereof and contain
general rules, for example, requiring that advertisements are evidenced, balanced and not misleading. Specific
requirements are defined at a national level. EU member states’ laws related to the advertising and promotion of medical
devices, which vary between jurisdictions, may limit or restrict the advertising and promotion of products to the general
public and may impose limitations on promotional activities with healthcare professionals. These laws, which vary
between jurisdictions (thus making compliance more complex), may limit or restrict the advertising and promotion of
our products to the general public and may impose limitations on our promotional activities with healthcare
professionals. Many EU member states have adopted specific anti- gift statutes that further limit commercial practices
for our products, in particular vis- a- vis healthcare professionals and organizations. Additionally, there has been a
recent trend of increased regulation of payments and transfers of value provided to healthcare professionals or entities
and many EU member states have adopted national “ Sunshine Acts ” which impose reporting and transparency
requirements (often on an annual basis), similar to the requirements in the United States, on medical device
manufacturers. Certain countries also mandate implementation of commercial compliance programs. Also, many U. S.
states have similar fraud and abuse statutes or regulations that may be broader in scope and may apply regardless of
payor, in addition to items and services reimbursed under Medicaid and other state programs. Additionally, there has
been a recent trend of increased foreign, federal, and state regulation of payments and transfers of value provided to
healthcare professionals or entities. In the U. S., the federal Physician Payments Sunshine Act imposes annual reporting
requirements on certain drug, biologics, medical supplies and device manufacturers for which payment is available
under Medicare, Medicaid or CHIP for payments and other transfers of value provided by them, directly or indirectly,
to physicians, as defined by statute, certain other non- physician practitioners such as physician assistants and nurse
practitioners, and teaching hospitals, as well as ownership and investment interests held by physicians and their
immediate family members. Manufacturers must submit reports by the 90th day of each calendar year. Many EU
member states have adopted national “ Sunshine Acts ” which impose similar reporting and transparency requirements
(often on an annual basis) on certain drug, biologics and medical device manufacturers. Certain foreign countries and U.
S. states also mandate implementation of commercial compliance programs, impose restrictions on device manufacturer
marketing practices and require tracking and reporting of gifts, compensation, and other remuneration to healthcare
professionals and entities. Violation of any of the federal and state healthcare laws described above or any other
governmental regulations that apply to device manufacturers may result in significant penalties, including the imposition
of significant civil, criminal and administrative penalties, damages, disgorgement, monetary fines, imprisonment,
possible exclusion from participation in Medicare, Medicaid and other federal healthcare programs, contractual
damages, reputational harm, diminished profits and future earnings, additional reporting requirements and / or
oversight if the entity becomes subject to a corporate integrity agreement or similar agreement to resolve allegations of
non- compliance with these laws, and curtailment of operations. Data Privacy and Security Laws Numerous state,
federal and foreign laws, regulations, and standards govern the collection, use, access to, confidentiality and security of
health- related and other personal information and could apply now or in the future to our operations or the operations
of our partners. In the United States, numerous federal and state laws and regulations, including data breach notification
laws, health information privacy and security laws, including HIPAA, and consumer protection laws and regulations
govern the collection, use, disclosure, and protection of health- related and other personal information. In addition,
certain foreign laws govern the privacy and security of personal data, including health- related data. For example, the
General Data Protection Regulation (the “ GDPR ”), imposes strict requirements for processing the personal data of
individuals within the EEA. Privacy and security laws, regulations, and other obligations are constantly evolving, may
conflict with each other to complicate compliance efforts, and can result in investigations, proceedings, or actions that
lead to significant civil and / or criminal penalties and restrictions on data processing. Healthcare Reform The U. S. and
some foreign jurisdictions are considering or have enacted a number of legislative and regulatory proposals to change
the healthcare system in ways that could affect our ability to sell our products profitably. Among policy makers and
payors in the U. S. and elsewhere, there is significant interest in promoting changes in healthcare systems with the stated
goals of containing healthcare costs, improving quality or expanding access. Current and future legislative proposals to
further reform healthcare or reduce healthcare costs may limit coverage of or lower reimbursement for the procedures
associated with the use of our products. The cost containment measures that payors and providers are instituting and the
effect of any healthcare reform initiative implemented in the future could impact our revenue from the sale of our
products. The implementation of the Affordable Care Act (“ ACA ”) in the U. S., for example, has changed healthcare
financing and delivery by both governmental and private insurers substantially, and affected medical device



manufacturers significantly. The ACA, among other things, provided incentives to programs that increase the federal
government’ s comparative effectiveness research, and implemented payment system reforms including a national pilot
program on payment bundling to encourage hospitals, physicians, and other providers to improve the coordination,
quality, and efficiency of certain healthcare services through bundled payment models. Additionally, the ACA expanded
eligibility criteria for Medicaid programs and created a new Patient- Centered Outcomes Research Institute to oversee,
identify priorities in, and conduct comparative clinical effectiveness research, along with funding for such research. Since
its enactment, there have been judicial, executive and Congressional challenges to certain aspects of the ACA. On June
17,2021, the U. S. Supreme Court dismissed the most recent judicial challenge to the ACA without specifically ruling on
the constitutionality of the ACA. Prior to the Supreme Court’ s decision, President Biden issued an executive order to
initiate a special enrollment period from February 15, 2021 through August 15, 2021 for purposes of obtaining health
insurance coverage through the ACA marketplace. The executive order also instructed certain governmental agencies to
review and reconsider their existing policies and rules that limit access to healthcare, including among others,
reexamining Medicaid demonstration projects and waiver programs that include work requirements, and policies that
create unnecessary barriers to obtaining access to health insurance coverage through Medicaid or the ACA. In addition,
other legislative changes have been proposed and adopted since the ACA was enacted. For example, the Budget Control
Act of 2011, among other things, included reductions to Medicare payments to providers, which went into effect on April
1, 2013 and, due to subsequent legislative amendments to the statute, will remain in effect into 2032, with the exception of
a temporary suspension from May 1, 2020 through March 31, 2022, unless additional Congressional action is taken.
Additionally, the American Taxpayer Relief Act of 2012, among other things, reduced Medicare payments to several
providers, including hospitals, and increased the statute of limitations period for the government to recover
overpayments to providers from three to five years. In addition, the Medicare Access and CHIP Reauthorization Act of
2015 enacted on April 16, 2015, repealed the formula by which Medicare made annual payment adjustments to
physicians and replaced the former formula with fixed annual updates and a new system of incentive payments began in
2019 that are based on various performance measures and physicians’ participation in alternative payment models such
as accountable care organizations. We expect additional state, federal, and foreign healthcare reform measures to be
adopted in the future, any of which could limit the amounts that federal, state, and foreign governments will pay for
healthcare products and services, which could result in reduced demand for our products or additional pricing pressure.
Anti- Bribery and Corruption Laws Our U. S. operations are subject to the Foreign Corrupt Practices Act (“ FCPA ”).
We are required to comply with the FCPA, which generally prohibits covered entities and their intermediaries from
engaging in bribery or making other prohibited payments to foreign officials for the purpose of obtaining or retaining
business or other benefits. In addition, the FCPA imposes accounting standards and requirements on publicly traded U.
S. corporations and their foreign affiliates, which are intended to prevent the diversion of corporate funds to the
payment of bribes and other improper payments, and to prevent the establishment of “ off books ” slush funds from
which such improper payments can be made. We also are subject to similar anticorruption legislation implemented in
Europe under the Organization for Economic Co- operation and Development’ s Convention on Combating Bribery of
Foreign Public Officials in International Business Transactions. Segment Information We manage our business within
one reportable segment. Segment information is consistent with how management reviews our business, makes investing
and resource allocation decisions, and assesses our operating performance. Facilities Our principal office is located at
4875 White Bear Lake, Minnesota, where we lease approximately 10, 000 square feet of office space. We lease this space
under a lease that terminates on December 31, 2027. We believe that our existing facility is sufficient to meet our needs
for the foreseeable future. We also lease 1, 100 square feet of office space in Ausbach, Germany pursuant to a lease that
automatically renews each year for a successive one year period, unless the we notify the landlord 6 months prior to the
annual renewal. This lease renewed automatically on January 1, 2023 and again on January 1, 2024. Employees and
Human Capital As of December 31, 2023, we had approximately 34 employees. A significant number of our employees
have a technical background and hold advanced engineering or scientific degrees. We view our investment in human
capital to be crucial to our success, and we are committed to ensuring an inclusive culture in which employees feel they
are part of achieving a common goal. Our work environment is highly collaborative and one that is based on trust and
mutual respect. We believe that the relatively small size of our organization allows our employees to feel pride and
ownership in their work and a sense of being part of fulfilling our mission more directly than with larger companies in
our industry. None of our employees is subject to a collective bargaining agreement or represented by a trade or labor
union. We consider our relationship with our employees to be good. Available Information Our Annual Reports on
Form 10- K, Quarterly Reports on Form 10- Q and Current Reports on Form 8- K, and all amendments to those reports,
filed with or furnished to the SEC, are available free of charge through the investor relations sections of the Company’ s
website, https: // www. envoymedical. com / investors, as soon as reasonably practicable after we have electronically filed
such material with, or furnished it to, the SEC. In addition, the SEC maintains an Internet site that contains reports,
proxy and information statements, and other information regarding issuers that file electronically with the SEC at www.
sec. gov. The information on our website is not, and shall not be deemed to be, part of this Report or incorporated into
any other filings we make with the SEC, except as shall be expressly set forth by specific reference in any such filings.
ITEM 1A. Risk Factors Risks Relating to Our Business and Operations We are an early- stage company with a history
of losses. We have not been profitable historically and may not be able to achieve profitability in the future. We are a
development- stage medical device company with a limited operating history. In recent years, we have focused almost
exclusively on developing our lead product candidate, the Acclaim CI. We have funded our operations to date primarily
through the issuance of our securities convertible finaneing-. We have a limited operating history upon



which you can evaluate our business and prospects. In addition . we have limited experience and have not yet
demonstrated an ability to successfully overcome many of the risks and uncertainties frequently encountered by
companies in new and rapidly evolving fields, particularly in the medical device industry. To date, we have not generated
any revenue from the sale of the Acclaim CI. See Item 7. Management’ s Discussion and Analysis of Financial Condition
and Results of Operations for additional information. We have incurred losses in each year since our inception, including
net losses of approximately $ 29. 9 million and $ 15. 9 million for the years ended December 31, 2023 and 2022,
respectively. As of December 31, 2023 and 2022, we had an accumulated deficit of approximately $ 257. 2 million and $
226. 0 million, respectively. Substantially all of our operating losses in such years resulted from costs incurred in
connectlon with the development of the Acclalm CI and from general and admlmstratlve costs associated W ith our

b 0 t § and i otrwith-the transaetionr FDA to market the Acclaim CI .
we obtam F DA marketlng approval for 'W‘h'&fe'VeHe&Sﬁ'H—th -Pfepesed—Acclalm CI we will likely incur significant sales,
marketing, and outsourced manufacturing expenses, as well as continued research and development expenses.
Furthermore, now that the Business Combination fails-te-etese-has been completed , we expect to incur additional costs
associated with operating as a public company. As a result, we expect to continue to incur significant and increasing
operating losses for the foreseeable future. Because of the numerous risks and uncertainties associated with developing a
medical device, we are unable to predlct the extent 0f any future losses or when we will become profitable beresponsible
for-these-eosts-, if at all but-w AVEHO hem-. We expect may-need-to continue obtain
addtt—teﬂ&l—setrfees—e%ﬁﬂaﬂemg—m—efdeﬁo ﬁaeet—eﬁﬁebl-'rg&&eﬂs—mcur slgmﬁcant losses until we receive the necessary
regulatory approvals to commercialize the Acclaim CI in the United States , which we may not be able-successful in
achieving. We anticipate that our expenses will increase substantially if and as we: e continue the research and
development of the Acclaim CI, including through clinical trials; e seek additional regulatory and marketing approvals
in jurisdictions outside the United States; ® establish a sales, marketing, and distribution infrastructure to seetre
commercialize our product candidate; e rely on our third- party suppliers and manufacturers to obtain adequate supply
of materials and components for our products; e seek to identify, assess, acquire, license, and / or develop the-other same
terms-product candidates and subsequent generations of our current product candidate; e seek to maintain, protect, and
expand our intellectual property portfolio; e seek to identify, hire, and retain skilled personnel; e create additional
infrastructure to support our operations as a public company and our product candidate development and planned
future commercialization efforts; and e experience any delays our— or encounter issues with respect to any of the above,
including, but not limited to, failed studies, complex results, safety issues or other regulatory challenges that require
longer follow- up of existing studies or additional supportive studies in order to pursue marketing approval. The amount
of any future operating losses will depend, in part, on the rate of our future expenditures and our ability to obtain
funding through equity or debt firaneing-financings , strategic collaborations, or grants. Even if we obtain regulatory
approvals to market the Acclaim CI or any future product candidates, or-our at-aH-future revenue will depend upon the
size of any markets in which our products and product candidates receive approval and our ability to achieve sufficient
market acceptance, pricing and reimbursement from third- party payors for our products and product candidates.
Further, the operating losses that we incur may fluctuate significantly from quarter- to- quarter and year to year, such
that a period- to- period comparison of our results of operations may not be a good indication of our future performance.
Other unanticipated costs may also arise . [f we continue are-unable-to seetre-newsourees-of finaneing-generate operating
losses, there will be and-- an adverse effect on our results of operations, financial condition, and the market price of our
Class A Common Stock. We have generated limited revenue from product sales and may never be profitable. While we
have historically obtained revenue from our legacy Esteem FI- AMEI product, such revenue has been limited, and we
have not generated any revenue from sales of the Acclaim CI. Our ability to generate revenue and achieve profitability
mainly depends on our ability to obtain FDA approval for the Acclaim CI and, if we obtain such approval, to
successfully scale up production and market the device. We do not know when, have-suffietent-funds-te-meet-otr—- or
obligations-if , we will generate any such revenue. Our ability to generate future revenue from product sales will depend
heavily on our success in many areas, including but not limited to: e completing research and development of the
Acclaim CI in a timely and successful manner; e completing our pivotal clinical study in the United States successfully;
o obtaining FDA approval for the Acclaim CI; e maintaining and enhancing a commercially viable, sustainable,
scalable, reproducible and transferable manufacturing process for the Acclaim CI that is compliant with current good
manufacturing practices, (“ cGMP ”); e establishing and maintaining supply and, if applicable, manufacturing
relationships with third parties that can provide, in both amount and quality, adequate products to support development
and the market demand for the Acclaim CI, if and when it is approved; e identifying, assessing, acquiring and / or
developing new product candidates; ® launching and commercializing any product candidates for which we obtain
regulatory and marketing approval, either directly by establishing a sales force, marketing and distribution
infrastructure, and / or with collaborators or distributors in the United States, Europe and other potential markets that
we will target; e accurately identifying demand for the Acclaim CI and any future product candidates; ® exposing and
educating physicians and other medical professionals with respect to the use of our products; e obtaining market
acceptance of the Acclaim CI and any future product candidates from the medical community and third- party payors;
o ensuring our product candidates are approved for reimbursement from governmental agencies, health care providers
and insurers in jurisdictions where they have been approved for marketing; e addressing any competing technological
and market developments that impact the Acclaim CI and any future product candidates or their prospective usage by




medical professionals; e negotiating favorable terms in any collaboration, licensing or other arrangements into which we
may enter and performing our obligations under such arrangements; ® maintaining, protecting and expanding our
portfolio of intellectual property rights, including patents, patent applications, trade secrets and know- how; e avoiding
and defending against third- party interference or infringement claims; and e attracting, hiring and retaining qualified
personnel. We anticipate incurring significant incremental costs associated with commercializing the Acclaim CI. Our
expenses could increase beyond expectations if we are required by the FDA, or other domestic or foreign regulatory
agencies, to change our product design or manufacturing processes or to perform studies in addition to those that we
currently anticipate. Even if we are successful in obtaining regulatory approvals to market the Acclaim CI, our revenue
earned from such product candidate will be dependent in part upon fereed-to-eease-operations-and-hiquidate-the size of trust
aecountIfthe Proposed-Business-Combinatiorrmarkets in the territories for which we gain regulatory approval for such
product candidate, the accepted price for such product candidate, our ability to obtain reimbursement for such product
candidate at any price, and the expenses associated with manufacturing Envey-fatlsitmay be-difficult toreseareh-anew
pfespeemfe—target—busmess—negeﬁate—dnd marketlng such product candldate agree—te—a—new—bttsmessheefnbmaﬁeﬂ—&ﬂdﬁr
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. There can be no assurance that we will be able to detect and fix any defects in the purehase-ofthe
unseeuted-eonvertible-Acclaim CI in time to maintain our FDA trial schedule. Once we have commenced with
implantation in additional patients, we may discover latent defects in design, manufacture or construction that may
cause our systems notes—- not to perform as expected or to cause side effects. The Acclaim CI also requires software to
operate, which may need to be modified and ferward-purchase-updated over time. There can be no assurance that we will
be able to detect and fix any defects in the hardware or software of the Acclaim CI on the timescale necessary to
maintain our clinical trial schedule, or at all. Further, such defects may not become apparent until our systems are
implanted in patients and may cause adverse effects that cause harm to patients and require redesign of the Acclaim CI,
which may result in great expense, harm to our reputation, and harm to our results of operations, financial condition,
and the trading price of the Class A Common Stock. We expect that we will need to raise substantial additional funding,
which may not be available on acceptable terms, or at all. Failure to obtain funding on acceptable terms and on a timely
basis may require us to curtail, delay or discontinue our product development efforts or other operations. The expenses
we were obligated to pay in relation to the Business Combination were substantial. As result, we will require substantial
additional capital to commercialize the Acclaim CI. In addition, our operating plans may change as a result of many
factors that may currently be unknown to us, and we may need to seek additional funds sooner than planned. Our future
funding requirements will depend on many factors, including but not limited to: e the progress, results and costs of our
planned studies and pivotal clinical trials; e the cost, timing and outcomes of regulatory review of the Acclaim CI; e the
scope, progress, results and costs of product development, testing, manufacturing, preclinical development and, if
applicable, clinical trials for any other product candidates that we may develop or otherwise obtain in the future; e the
costs of manufacturing the Acclaim CI, including costs related to engaging third- party manufacturers therefor; e the
cost of our future activities, including establishing sales, marketing and distribution capabilities for any product or
product candidates in any particular geography where we receive marketing approval for such product candidates; ®
the terms and timing of any collaborative, licensing and other arrangements that we may establish; e the costs of
preparing, filing and prosecuting patent applications, maintaining and enforcing our intellectual property rights and
defending intellectual property- related claims; and e the level of revenue, if any, received from commercial sales of any
product candidates for which we receive marketing approval. Any additional fundraising efforts may divert our
management from their day- to- day activities, which may adversely affect our ability to develop and commercialize the
Acclaim CI. In addition, we cannot guarantee that future financing will be available in sufficient amounts or on terms
acceptable to us, if at all. Moreover, the terms of any financing may adversely affect the holdings or the rights of holders
of our securities wilt-elose-and the issuance of additional securities, whether equity or debt, by us, or the possibility of
such issuance, may cause the value of our securities to decline. The incurrence of indebtedness could result in increased
fixed payment obligations, and we may be required to agree to certain restrictive covenants, such as limitations on our
ability to incur additional debt, limitations on our ability to acquire, sell or license intellectual property rights and other
operating restrictions that could adversely impact our ability to conduct our business. If we are unable to obtain funding
on a timely basis, we may be required to significantly curtail, delay or discontinue our research and development
program or the development or commercialization, if any, of the Acclaim CI or be unable to expand our operations or
otherwise capitalize on our business opportunities, as desired, which could materially and adversely affect our business,




financial condition, results of operations and value of our securities. Raising additional capital would cause dilution to
our existing stockholders, and may adversely affect the rights of existing stockholders effeetuate-seek additional
capital through a combination of private and public equity offerings, debt financings and collaborations, and strategic
and licensing arrangements. To the extent that we raise additional capital through the issuance of equity or otherwise,
including through additional preferred stock or convertible debt securities, eur-your initiatownership interest will be
diluted, and the terms may include liquidation or other preferences that adversely affect your rights as a stockholder.
Future sales of our Class A Common Stock or of securities convertible into our Class A Common Stock, or the
perception that such sales may occur, could cause immediate dilution and adversely affect the value of our Class A
Common Stock. Failure of a key information technology system, process or site could have an adverse effect on our
eombination-. We rely extensively on information technology systems to conduct our business. These systems
affect, among other things, ordering and managing materials from suppliers, summarizing and reporting results of
operations, complying regulatory, legal or tax requirements, data security and other processes necessary to manage
our business. Our information technology systems and those of our third- party service providers, vendors, strategic
partners and other contractors or consultants are vulnerable to damage or interruption from computer viruses and
malware (e. g., ransomware), natural disasters, terrorism, war, telecommunication and electrical failures, hacking,
cyberattacks, phishing attacks and other social engineering schemes, malicious code, employee theft or misuse, human
error, fraud, denial or degradation of service attacks, sophisticated nation- state and nation- state- supported actors or
unauthorized access or use by persons inside our organization, or persons with access to systems inside our organization.
The risk of a single-security breach or disruption, particularly through cyberattacks or cyber intrusion, including by
computer hackers, foreign governments and cyber terrorists, has generally increased as the number, intensity and
sophistication of attempted attacks and intrusions from around the world have increased and evolved. As a result of the
COVID- 19 pandemic, we and our third- party service providers and partners may also face increased cybersecurity
risks due to our reliance on internet technology and the number of our employees who are working remotely, which may
create additional opportunities for cybercriminals to exploit vulnerabilities. Although we have implemented
cybersecurity protections to safeguard our data, including our patient and subject data, we can provide no assurances
that these protections will prevent all cybersecurity breaches. We primarily use common off- the- shelf software systems,
such as Microsoft 365, which receive frequent security updates from the software providers. We also utilize a third-
party vendor to maintain our IT system networks, and as a result of limited internal IT resources, we are only able to
perform limited due diligence on our third- party IT vendors. We receive periodic security monitoring from our
cybersecurity insurance provider. However, because the techniques used to obtain unauthorized access to, or to
sabotage, systems change frequently and often are not recognized until launched against a , we may be unable to
anticipate these techniques or implement adequate preventative measures. We may experience security breaches that
may remain undetected for an extended period. Even if identified, we may be unable to adequately investigate or
remediate incidents or breaches due to attackers increasingly using tools and techniques that are designed to circumvent
controls, to avoid detection, and to remove or obfuscate forensic evidence. Our third- party service providers and
partners are also subject to these heightened risks. If our systems are damaged or cease to function properly due to any
number of causes, ranging from catastrophic events to power outages to security breaches, and our continuity
plans do not effectively compensate on a timely basis, we may experience interruptions in er-our multiple-target
operations, which could have an adverse effect on our busitresses—- business simtltaneousty-. We and certain of or-our
service providers are from within-a-shert-pertod-of- to time subject to cyberattacks and security incidents. While we
do not believe that we have experienced any significant system failure, accident or security breach to date, if such an
event were to occur, it could lead to unauthorized access, disclosure and use of non- public information, including
information from the patient information we create, receive, maintain or transmit, which are governed by HIPAA and
other laws. Any such access, disclosure, or other loss of information could result in legal claims or proceedings, liability
under laws that protect the privacy of personal information, and damage to our reputation, which would, in turn,
materially and adversely affect our results of operations, financial condition, liquidity, and the value of our securities.
Unfavorable global economic conditions could adversely affect our business, financial condition or results of operations.
Our results of operations could be adversely affected by general conditions in the global economy and in the global
financial markets. The global financial crisis caused extreme volatility and disruptions in the capital and credit markets.
Factors such as geopolitical events (including the ongoing war in Ukraine and the military conflict in Israel and Gaza),
inflationary pressures, impacts from the COVID- 19 pandemic, and the U. S. election cycles have contributed to this
volatility. Recently, among other effects, volatile economic conditions have caused high levels of inflation, increases in
interest rates by central banks with the intent of slowing inflation, and a reduction of available capital following
increased interest rates. These global economic conditions could result in a variety of risks to our business, including
difficulty in raising funding from capital markets and increased interest rates on loans used to finance our business.
Such impacts would materially and adversely affect our financial condition, liquidity and the value of our securities. Our
primary exposures to inflationary pressures to date have been through increases in the market cost of employee
compensation, third- party vendor pricing, and component procurement. In particular, since 2022, we have had to
increase employee salaries and benefits to aid employee retention and to compete for new employees. If labor costs in our
market continue to rise, we expect we will need to continue to increase our compensation levels. We have also seen an
increase in pricing from third- party vendors such as advisors, attorneys, and consultants. The per part pricing of
components has also increased, and, in many instances, without advanced warning. If we increase production of the
Acclaim CI for clinical trials and, if the Acclaim CI obtains FDA approval, eventual commercialization, we will also



have greater exposure to rising costs of components if inflation rates remain high. These increases in expenses could
materially and adversely affect our financial condition, liquidity and the trading price of our securities. Recent increases
in interest rates may also affect our ability to finance the continued development of the Acclaim CI, the cost of FDA
trials, and additional costs of commercializing the Acclaim CL. In recent years, we have financed our operations through
convertible loans from a related party, which we believe to have been favorable to us at below market interest rates .
However , we expect that loans on such favorable terms will no longer be available to us now that the Business
Combination has been consummated, and increased interest rates would make borrowing more expensive and may
reduce the availability of equity financing. Our inability to raise additional funds on favorable terms, or at all, would
materially and adversely affect our results of operations, financial condition, liquidity, the trading price of our securities,
and our growth prospects. If we are able to proceed to FDA trials for the Acclaim CI and, if the Acclaim CI obtains FDA
approval and eventual commercialization, we may be exposed to the risk of supply chain disruptions from events such as
the COVID- 19 pandemic, the ongoing war in Ukraine and the military conflict in Israel and Gaza, and other global,
national, regional, and local events that cannot yet be predicted. Supply constraints resulting from such events may also
cause or exacerbate inflation. If such events prevent us from obtaining necessary components for production of Acclaim
CI devices, or substantially raise the prices for such components, we may be delayed in the FDA trial process, or we may
be unable to produce sufficient Acclaim CI devices to meet demand, which would materially and adversely affect our
results of operations and financial condition. We have identified material weaknesses in our internal control over
financial reporting. If we are unable to remediate these material weaknesses, or if we identify additional material
weaknesses in the future or otherwise fail to malntam an effectlve system of mternal control over financlal reportmg
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al[ul investor (,Ollll(lLI]LL inus and the value ofmateﬁa-l-}y—&ﬂd—&d-\%rse}y—a-ffeet—mu common stock bttstﬂess—aﬂd-epef&&ﬂg
results-. As deseribed-inPartt-a privately held company , temrOA—~Controls-and-Procedures; - we identified-amatertat
yreaknessirwere not required to evaluate our internal control over financial reporting related-in a manner that meets the
standards of publicly traded companies required by Section 404 (a) of the Sarbanes- Oxley Act. As a public company, we
are required to provide management’ s attestation on internal control over financial reporting. If we are unable to
establish or maintain appropriate internal control over financial reporting or implement the-these interpretation
additional requirements in a timely manner or with adequate compliance, it could result in material misstatements in our
consolidated financial statements, failure to meet our reporting obligations on a timely basis, increases in compliance
costs, and aeeounting-subject us to adverse regulatory consequences, all of which may adversely affect investor confidence
in us and the value of our Class A Common Stock. In connectlon w1th the preparatlon and audit of our consolidated
financial statements as of and for exting sent-obligationr-the years ended December 31, 2023,
2022 and 2021, material weaknesses were identified in our mternal control over financial reporting . A material weakness
is a deficiency, or #&=combination of deficiencies, in internal control over financial reporting such that there is a reasonable
possibility that a material misstatement of our ansual-erinterim-financial statements will not be prevented s-or detected and
eotrreetedon a timely basis. Effeetive-internal-The following material weaknesses were identified: © We do not maintain a
sufficient complement of personnel with accounting knowledge, experience and training to appropriately analyze, record
and disclose certain accounting matters to provide reasonable assurance of preventing material misstatements. ® Our
management does not implement a formal risk assessment that addresses risks relevant to financial reporting objectives,
including cybersecurity and fraud risks. © We have not designed, documented and maintained formal accounting
policies, procedures and controls over significant accounts and disclosures to achieve complete, accurate and timely
financial accounting, reporting and disclosures, including segregation of duties and adequate controls related to the
preparation, posting, modification and review of journal entries. ®« We have not designed and maintained effective
controls around the interpretation and accounting treatment of the valuation of a material liability and the forward
purchase agreement. ® We have not designed and maintained effective controls over certain information technology
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financial statements, meludmU through-enhaneed-analyses-by-our-ineffective controls around user access and segregation of
duties. The material weaknesses related to the insufficient complement of personnel and third—party-professionals-formal
accounting policies, and the lack of procedures and controls resulted in adjustments to several accounts and disclosures.
The information technology deficiencies did not result in a material misstatement to the consolidated financial
statements; however, the deficiencies, when aggregated, could result in potential misstatements that would not be




prevented or detected. Each of these material weaknesses could result in a material misstatement to the annual or
interim consolidated financial statements that would not be prevented or detected. We have begun implementation of a
plan to remediate these material weaknesses. These remediation measures are ongoing and include the following steps: o
hiring additional accounting and financial reporting personnel with appropriate technical whemwe-eonsultregarding
eomplex-accounting appleations—Fhe-elements-knowledge and public company experience in financial reporting; e
designing and implementing effective processes and controls over significant accounts and disclosure; ® designing and
implementing security management and change management controls over information technology systems, including
adjusting user access levels and implementing external logging of etr-activity and periodic review of such logs; and e
engagmg an accountlng adv1s0ry firm to assist w1th the documentatlon, evaluatlon, remediation p-}a-ﬂ—e&n—eﬂ-}y—be
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established in ¢ ¢ Internal Control — Integrated Framework’’ issued by the Committee of Sponsoring Organizations of
the Treadway Commission. While we are designing and implementing measures to remediate our existing material
weaknesses, we cannot predict the success of such measures or the outcome of its assessment of these measures at this
time. Our current controls and any new controls that we develop may become inadequate because of changes in
conditions in our business, personnel, information technology systems and applications, or other factors. If we fail to
remediate our existing material weaknesses or identify new material weaknesses in our internal control over financial
reporting, if we are unable to comply with the requirements of Section 404 of the Sarbanes- Oxley Act in a timely
manner, or if we are unable to conclude that our internal control over financial reporting is effective, it is possible that a
material misstatement of our financial statements would not be prevented or detected on a timely basis, investors may
lose confidence in the accuracy and completeness of our financial reports, and the value of our securities could be
materially and adversely affected. Our financial statements contain an explanatory paragraph regarding substantial
doubt about our ability to continue as a going concern, which could prevent us from obtaining new financing on
reasonable terms or at all. As described in our accompanying financial statements, our audited financial statements as of
December 31, 2023 contain an explanatory paragraph regarding substantial doubt about our ability to continue as a
going concern. This going concern opinion could materially limit our ability to raise additional funds through the
issuance of equity or debt securities or otherwise. Future financial statements may include an explanatory paragraph
with respect to our ability to continue as a going concern. Until we can generate significant recurring revenues, we
expect to satisfy our future cash needs through debt or equity financing. We cannot be certain that additional funding
will be available to us on acceptable terms, if at all. If funds are not available, we may be required to delay, reduce the
scope of, or eliminate research or development plans for, or commercialization efforts with respect to our products. This
may raise substantial doubts about our ability to continue as a going concern. We are a development- stage company and
are subject to all of the risks inherent in the establishment of a new product. We may not receive, or may be delayed in
receiving, the necessary approval or clearance for the Acclaim CI. Furthermore, even if our technology receives the
necessary regulatory approvals and becomes commercially viable, our business models may not generate sufficient
revenue necessary to support our business. If we are unable to address any issues mentioned above, or encounter other
problems, expenses, difficulties, complications, and delays in connection with the establishment and expansion of our
business, our entire business may fail, in which case you may lose part of, or your entire investment. We have a history of
net losses and negative cash flow from operations since our inception and we expect such losses and negative cash flows
from operations to continue in the foreseeable future. We anticipate our losses will continue to increase from current
levels because we expect to incur additional costs related to developing our business, including research and development
costs, manufacturing costs, employee- related costs, costs of complying with government regulations, intellectual
property development and prosecution costs, marketing and promotion costs, capital expenditures, general and
administrative expenses, and costs associated with operating as a public company. Our ability to generate revenue from
our operations and, ultimately, achieve profitability will depend on, among other factors, whether we can complete the
development and commercialization of our product candidate, whether we can manufacture the Acclaim CI on a
commercial scale in such amounts and at such costs as we anticipate, and whether we can achieve market acceptance of
our products, services and business models. We may never generate any revenue or operate on a profitable basis. Even if
we achieve profitability , we may not be able to aeenrately-report-sustain it. If we are unable to achieve sustainable
profitability, our financial condition and the price of our securities will be materially and adversely affected. Clinical
failure can occur at any stage of clinical development. Our clinical experience to date does not necessarily predict future
results and may not have revealed certain potential limitations of the technology or potential complications from the
Acclaim CI and may require further clinical validation. Any product version we advance through clinical trials may not
have favorable results in later clinical trials or receive regulatory approval. Clinical failure can occur at any stage of
clinical development. We are currently in the process of the early feasibility study for the Acclaim CI, and we submitted
our IDE for approval in Q1 of 2024 with approval anticipated by end of Q2 2024 or beginning of Q3 2024. As we have
limited clinical experience, our ability to identify potential problems and / or inefficiencies concerning current and future
versions of the Acclaim CI in advance of its use in general and expanded groups of patients may be limited, and we
cannot assure you that actual clinical performances will be satisfactory to support proposed indications and regulatory
approvals and clinical acceptance and adoption, or that its use will not result in unanticipated complications. If the
results of our feasibility study are not satisfactory, our U. S. pivotal study could be delayed or may not occur.
Furthermore, there can be no assurance that the implementation of our plan will be successful. In addition, the results of
our clinical trials are subject to human analyses and interpretation of the data accumulated, which could be affected by



various errors due to, among other factors, lack of sufficient clinical experience with the Acclaim CI, assumptions used in
the statistical analysis of results, interpretation errors in the analysis of the clinical trials results, or uncertainty in the
actual efficacy of the Acclaim CI in its current clinical stage. Therefore, the safety and efficacy of the Acclaim CI and the
clinical results to date will require further independent professional validation and clinical study. If the Acclaim CI does
not function as expected over time, we may not be able to develop the Acclaim CI at the rate or to the stage we desire, we
could be subject to liability claims, our reputation may be harmed, the Acclaim CI may not achieve regulatory
clearances, and the Acclaim CI may not be widely adopted by healthcare providers and patients. If the Acclaim CI is not
widely adopted, our business, financial condition, and results of operations will be materially and adversely affected. The
successful commercialization of the Acclaim CI, if it receives FDA approval, will depend in part on the extent to which
governmental authorities and health insurers establish coverage, adequate reimbursement levels and favorable pricing
policies. Failure to obtain or maintain coverage and adequate reimbursement for our product candidates could limit our
ability to market those products and decrease our ability to generate revenue. The availability of coverage and the
adequacy of reimbursement by governmental healthcare programs such as Medicare and Medicaid, private health
insurers and other third- party payors will be essential for most patients to be able to afford the Acclaim CI. Our ability
to achieve coverage and acceptable levels of reimbursement for our products by third- party payors will affect our ability
to successfully commercialize the Acclaim CI. Even if we obtain coverage for the Acclaim CI by a third- party payor, the
resulting reimbursement payment rates may not be adequate. We can provide no assurance that coverage and
reimbursement in the United States, the European Union, or elsewhere will be available for any product that we may
develop, and any reimbursement that may become available may be decreased or eliminated in the future. There is
significant uncertainty related to third- party payor coverage and reimbursement of newly approved products. In the
United States, third- party payors, including private and governmental payors, such as the Medicare and Medicaid
programs, play an important role in determining the extent to which new products will be covered. Some third- party
payors may require pre- approval of coverage for new or innovative devices before they will reimburse healthcare
providers who use such therapies. Although we are confident that the Acclaim CI will be eligible for reimbursement, we
cannot guarantee what third- party payors will decide with respect to the coverage and reimbursement for the Acclaim
CI, if approved. Obtaining and maintaining reimbursement status is time consuming, costly and uncertain. The
Medicare and Medicaid programs increasingly are used as models for how private payors and other governmental
payors develop their coverage and reimbursement policies for drugs and medical devices. However, no uniform policy
for coverage and reimbursement for such products exists among third- party payors in the United States. Therefore,
coverage and reimbursement for products can differ significantly from payor to payor. As a result, the coverage
determination process is often a time consuming and costly process that may require us to provide scientific and clinical
support for the use of our products to each payor separately, with no assurance that coverage and adequate
reimbursement will be applied consistently or obtained in the first instance. Furthermore, rules and regulations
regarding reimbursement change frequently, in some cases at short notice, and we believe that changes in these rules
and regulations are likely. Outside the United States, our international operations will generally be subject to extensive
governmental price controls and other market regulations, and we believe the increasing emphasis on cost- containment
initiatives in Europe and other countries has and will continue to put pressure on the pricing and usage of our products.
In many countries, the prices of medical products are subject to varying price control mechanisms as part of national
health systems. Other countries allow companies to fix their own prices for medical products but monitor and control
company profits. Additional foreign price controls or other changes in pricing regulation could restrict the amount that
we are able to charge for our product candidates, if approved. Accordingly, in markets outside the United States, the
reimbursement for our product candidates may be reduced compared with the United States and may be insufficient to
generate commercially reasonable revenue and profits. Moreover, increasing efforts by governmental and third- party
payors in the United States and abroad to cap or reduce healthcare costs may cause such organizations to limit both
coverage and the level of reimbursement for newly approved products and, as a result, they may not cover or provide
adequate payment for our products. We expect to experience pricing pressures in connection with the sale of any of our
product candidates due to the trend toward managed healthcare, the increasing influence of health maintenance
organizations and additional legislative changes. The downward pressure on healthcare costs in general, particularly
prescription drugs and surgical procedures and other treatments, has become very intense. As a result, increasingly high
barriers are being erected to the entry of new products. If we are unable to obtain reimbursement coverage or adequate
reimbursement levels, our results of operations, financial condition, the value of our securities, and our future prospects
will be materially and adversely affected. We operate in a very competitive business environment, and if we are unable
to compete successfully against our existing or potential competitors, our business, financial condition and results of
operations may be adversely affected. The Acclaim CI will be subject to intense competition. The industry in which we
operate is competitive, subject to change and sensitive to the introduction of new products, procedures or other market
activities of industry participants. We will compete with large, diversified medical device companies, including Sonova,
Demant, Cochlear, and others. We also compete with smaller companies similar to us. At any time, these competitors
and other potential market entrants may develop new products, procedures or treatment alternatives that could render
our products obsolete or uncompetitive. In addition, one or more of such competitors may gain a market advantage by
developing and patenting competitive products, procedures or treatment alternatives earlier than we can, obtaining
regulatory clearances or approvals more rapidly than we can or selling competitive products at prices lower than ours.
If medical research were to lead to the discovery of alternative therapies or technologies that better treat or cure hearing
loss, our profitability could suffer through a reduction in sales or a loss in market share to a competitor. Many of our



current and potential competitors have substantially greater sales and financial resources than we do. These competitors
may also have more established distribution networks, a broader offering of products, entrenched relationships with
physicians and distributors or greater experience in launching, marketing, distributing and selling products or
treatment alternatives. We also compete with our competitors to engage the services of independent sales agents, both
those presently working with us and those with whom we hope to work as we expand. In addition, we compete with our
competitors to acquire technologies and technology licenses complementary to our products or procedures or
advantageous to our business. If we are unable to compete successfully against our existing or potential competitors, our
business, financial condition and results of operations will be adversely affected, and we may not be able to grow at our
expected rate, if at all. We expect to derive most of our revenues from sales of the Acclaim CI. Our inability to
successfully commercialize this product candidate or any subsequent decline in demand for this product candidate, could
severely harm our ability to generate revenues. We are currently dependent on the successful commercialization of the
Acclaim CI to generate revenues. As a result, factors adversely affecting our ability to successfully commercialize, or the
pricing of or demand for, this product could have a material adverse effect on our financial condition and results of
operations. If we are unable to successfully commercialize or create market demand for the Acclaim CI, we will have
limited ability to generate revenues. Furthermore, we may be vulnerable to fluctuations in demand for the Acclaim CI,
and a reduction in demand for the Acclaim CI would have a material adverse effect on our results of operations and
financial condition. Such fluctuations in demand may be due to many factors, many of which are beyond our control,
including, among others: ¢ market acceptance of a new product, including healthcare professionals’ and patients’
preferences; ® market acceptance of the clinical safety and performance of the Acclaim CI; e development of similarly
cost- effective products by our competitors; e development delays of the Acclaim CI; e adverse medical side effects
suffered by patients using the Acclaim CI, whether actually resulting from the use of the Acclaim CI or not; e changes in
regulatory policies toward hearing loss technologies; ® changes in regulatory approval, clearance requirements and
licensure for our product; e third- party claims of intellectual property infringement; e budget constraints and the
availability of reimbursement or insurance coverage from third- party payors for the Acclaim CI; e any developments
affecting the long- term implantation and use of the Acclaim CI; and e responses from certain of our competitors to the
offering of the Acclaim CI. If healthcare professionals do not recommend our product to their patients, the Acclaim CI
may not achieve market acceptance and we may not become profitable. If healthcare professionals, including physicians,
do not recommend or prescribe our product to their patients, the Acclaim CI may not achieve market acceptance and we
may not become profitable. In addition, physicians have historically been slow to change their medical diagnostic and
treatment practices because of perceived liability risks arising from the use of new products. Delayed adoption of the
Acclaim CI by healthcare professionals could lead to a delayed adoption by patients. Healthcare professionals may not
recommend the Acclaim CI until certain conditions have been satisfied, including, among others: e there is sufficient
long- term clinical and health- economic evidence to convince them to alter their existing hearing loss treatments and
recommendations; e there are recommendations from prominent physicians, educators and / or associations indicating
that the Acclaim CI is safe and effective; ® we obtain favorable data from clinical and health- economic studies for the
Acclaim CI; e reimbursement or insurance coverage from government and private third- party payors is available; o
healthcare professionals obtain required approvals and licensures for the handling, storage, dispensing and disposal of
the Acclaim CI; and e healthcare professionals become familiar with the advantages of the Acclaim CI in comparison to
other hearing loss solutions. We cannot predict when, if ever, healthcare professionals and patients will adopt the use of
the Acclaim CI on a large scale. Even if favorable data is obtained from clinical studies for the regulatory approval of
the Acclaim CI, there can be no assurance that prominent physicians would endorse it for use by their patients. If the
Acclaim CI does not achieve an adequate level of acceptance by patients, healthcare professionals, and government and
private third- party payors, we may not generate significant product revenues, we may not become profitable, in which
case our results of operations, cash flows and the value of our securities will be materially and adversely affected. We will
be dependent upon contract manufacturing organizations and material suppliers, making us vulnerable to supply
shortages and problems, increased costs and quality or compliance issues, any of which could harm our business. Our
production of Acclaim CI devices is currently limited to production of prototype devices and devices for our early
feasibility study. As a result, our purchases of supplies and components are limited to date. However, we expect that we
will need to significantly increase our production rates to meet the supply of Acclaim CI devices needed for our clinical
trials and, if the Acclaim CI obtains FDA approval, for eventual commercialization, which we are targeting to obtain in
2026. We also expect that some of the critical materials and components used in manufacturing the Acclaim CI may be
sourced from single suppliers, which may expose us to greater risks as we increase production of Acclaim CI devices
than if our supplier base were more diversified. For example, our suppliers may encounter problems during
manufacturing for a variety of reasons, including, for example, failure to follow specific protocols and procedures,
failure to comply with applicable legal and regulatory requirements, equipment malfunction and environmental factors,
failure to properly conduct their own business affairs, and infringement of third- party intellectual property rights, any
of which could delay or impede their ability to meet our increased requirements. An interruption in the supply of a key
component could significantly delay our production of the Acclaim CI or increase our production costs. When we
increase production, our reliance on these third- party suppliers will also subject us to other risks that could harm our
business, including: e we are not, and will not in the near future be, a major customer of many of our suppliers, and
these suppliers may therefore give other customers’ needs higher priority than us; ¢ we may not be able to obtain an
adequate supply of components on commercially reasonable terms or at all; ® our suppliers, especially
new suppliers, may make errors in manufacturing that could adversely affect the efficacy or safety of our products or



cause delays in shipment; ¢ we may have difficulty locating and qualifying additional or alternative suppliers; ®
switching components or suppliers may require product redesign and possibly resubmission to the FDA or other similar
foreign regulatory agencies, could impede or delay our commercial activities; ® one or more of our suppliers may
be unwilling or unable to supply components for our products in a timely manner, on commercially reasonable terms or
at all; e the occurrence of a fire, natural disaster or other catastrophe impacting one or more of our suppliers may affect
their ability to deliver products to us in a timely manner or at all; and e our suppliers may encounter financial or other
business hardships unrelated to our demand, which could inhibit their ability to fulfill our orders and meet our
requirements. We may not be able to quickly establish additional or alternative suppliers if necessary, in part because we
may need to undertake additional activities to establish such suppliers as required by the regulatory approval process.
Any interruption or delay in obtaining products from our third- party suppliers, or our inability to obtain products from
qualified alternate sources at acceptable prices in a timely manner, could materially impair our ability to meet the
demand of our customers and cause them to switch to competing products. Given our reliance on a limited number of
suppliers, we may be susceptible to supply shortages while looking for alternate suppliers, which could materially and
adversely affect our business, financial condition, results of operations and the trading price of our securities. Our
business plan relies on certain assumptions about the market for our product; however, the size and expected growth of
our addressable market has not been established with precision and may be smaller than we estimate, and even if the
addressable market is as large as we have estimated, we may not be able to capture market share. Our estimates of the
addressable market for the Acclaim CI are based on a number of internal and third- party estimates and assumptions.
While we believe our assumptions and the data underlying our estimates are reasonable, these assumptions and our
estimates may not be correct. As a result, the projected demand for our products could materially differ from actual
demand if our assumptions regarding these trends and acceptance of our products by the medical community prove to
be incorrect or do not materialize, or if non- surgical treatments gain more widespread acceptance. In addition, even if
the Acclaim CI gains acceptance, technological or medical advances could provide alternatives to address hearing loss
that are less invasive or offer other benefits over Acclaim CI. As a result, our estimates of the addressable market for our
current or future products and procedures may prove to be incorrect. If the addressable market is not as large as we
believe, our business, financial condition and results of operations and business prospects would be materially and
adversely affected. We will depend on third parties to manage our pre- clinical studies and clinical trials, perform
related data collection and analysis, and to enroll patients for our clinical trials, and, as a result, we may face costs and
delays that are beyond our control. We rely upon third- party vendors, including Contract Research Organization (“
CROs ”), to monitor and manage data for our ongoing preclinical studies and will rely on them to manage our clinical
trials. We also rely on CROs for execution of our preclinical studies and will rely on them for execution of our clinical
trials. Although we control only certain aspects of their activities, we are and will be responsible for ensuring that each
of our studies is conducted in accordance with the applicable protocol, legal, regulatory and scientific standards, and our
reliance on the vendors and CROs does not relieve us of our regulatory responsibilities. We and our CROs and other
vendors are required to comply with good clinical practice (“ GCP ), cGMP, the Helsinki Declaration, the International
Conference on Harmonization Guideline for Good Clinical Practice, applicable European Commission Directives on
Clinical Trials, laws and regulations applicable to clinical trials conducted in other territories, and good laboratory
practices, which are regulations and guidelines enforced by the FDA, the Competent Authorities of the Member States of
the EEA, and comparable foreign regulatory authorities for all of our product candidates in clinical development.
Regulatory authorities enforce these regulations through periodic inspections of study sponsors, principal investigators,
study sites and other contractors. If we or any of our CROs or vendors fail to comply with applicable regulations,
including GCP and cGMP regulations, the clinical data generated in our clinical studies may be deemed unreliable and
the FDA, European Medicines Agency (“ EMA ), or comparable foreign regulatory authorities may require us to
perform additional clinical trials before approving our marketing applications. Our failure to comply with these
regulations may require us to repeat clinical trials, which would delay the regulatory approval process. If any of our
relationships with third- party CROs or vendors terminate, we may not be able to enter into arrangements with
alternative CROs or vendors or do so on commercially reasonable terms. In addition, our CROs are not our employees,
and, except for remedies available to us under our agreements with such CROs, we cannot control whether they devote
sufficient time and resources to our ongoing clinical programs. If our CROs do not successfully carry out their
contractual duties or obligations or meet expected deadlines, if they need to be replaced or if the quality or accuracy of
the clinical data they obtain is compromised due to their failure to adhere to our clinical protocols, regulatory
requirements or for other reasons, our clinical trials may be extended, delayed or terminated, and we may not be able to
obtain regulatory approval for or successfully commercialize our product candidates. Our CROs may also generate
higher costs than anticipated, which could adversely affect our results of operations and the commercial prospects for
our product candidate, increase our costs and delay our ability to generate revenue. Replacing or finding additional
CROs involves additional cost and requires management time and focus. In addition, there is a natural transition period
when a new CRO commences work. As a result, delays occur, which can materially impact our ability to meet our
desired clinical development timelines. Though we carefully manage our relationships with our CROs, we may encounter
similar challenges or delays in the future, which could have a material adverse effect on our business, financial condition
and prospects. We have been and in the future may become a defendant in one or more stockholder derivative, class-
action, and other litigation, and any such lawsuits rvestoreonfidenee-inus-and-materialy-and
and-operating-, financial condition, of operations and cash flows . As-We and certain of
our officers and directors have been and may in the future become defendants in one or more stockholder derivative



actions or the-other number-class- action lawsuits. For example: o A lawsuit was filed in January 2020 against certain
members of the Legacy Envoy board of directors alleging that the terms of financing transactions between GAT and
Glen A. Taylor on the one hand and Legacy Envoy on the other hand were unreasonably favorable to GAT and Mr.
Taylor, that Mr. Taylor breached his fiduciary duty as a shareholder, that each defendant breached his fiduciary duty as
a director in approving such transactions and engaged in common law fraud in not sufficiently disclosing the
transactions, a claim of unjust enrichment against GAT and Mr. Taylor, and claims against the other directors for
aiding and abetting and conspiracy in relation to the claims against GAT and Mr. Taylor. e A lawsuit was filed in
November 2023 against Daniel Hirsch, Whitney Haring- Smith, the Sponsor and the Company, as successor to Anzu
speetal-Special purpese-aeguisitiorrAcquisition eempanies-evaluating-targetsinereases-Corp I alleging a claim for breach of
Anzu’ s Amended and Restated Certificate of Incorporation against the Company , attraetive-targets-a claim for breach of
fiduciary duty against Mr. Hirsch, Dr. Haring- Smith and the Sponsor and claims for unjust enrichment, fraudulent
misrepresentation and tortious interference with economic relations against the defendants. See Part I, Item 3. Legal
Proceedings for more information on these lawsuits. These lawsuits can divert our management’ s attention and
resources from our ordinary business operations, and we would likely incur significant expenses associated with their
defense (including, without limitation, substantial attorneys’ fees and other fees of professional advisors and potential
obligations to indemnify current and former officers and directors who are or may become seareet-and-parties to such
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orsuffer' parpese-aeq isitionre already-en . business-eombination;-and h other
penalties, remedies are-sti-man tal-purpos 5ttt tes f f i
or issue additional shares upon the exercise of certain warrants as-w 0 f f tstrati 3
aresult, which a-t—t-uﬁes—fewer—&ttraetwe—targets—lmx cause additional dllutlon be—av&ﬂable—te—eenstuﬁfﬁate—an—mm&l-busmess
eombination-. [n addition, beeatse-any such future lawsuits could adversely impact our reputation and / or ability to
launch and commercialize our products, there-thereby harming our ability to generate revenue. Accordingly, the
ultimate resolution of these matters and any future matters could have a material adverse effect on our business,
financial condition, results of operation and cash ﬂow and, consequently, could negatlvely impact the trading price of
our Class A Common Stock. We arc more-speetal-purpose-aeg 0 ng-highly dependent on key members
of our executive management team. Our 1nab111ty to eﬁter—mte—an—rnm:ﬂ-retam these 1nd1v1duals could 1mpede our business
plan and growth strategies A S

-fuﬂdameﬁtals—erbusmess—medels—may—merease— W lmh wuld have a negatlve 1mpact on our bus1ness and e&use—t&rgets

your 1nvestment Our ablhty to 1mplement our busrness plan depends on the contlnued services of key members of our
senior management. In particular , and to a critical extent, we are dependent on the continued efforts and services of the
members of our management team. If we lose the servrces of such as—eeeﬁem-re-key members of G'POI.II' management team

eembmaﬁeﬂ—”l:hls—eeuld-would hkely be forced inerea G ise-eompht th
find-and-eonsummate-expend significant time an-and -rmﬁa-l—busmess-eembmaﬁeﬁ—money in the pursult of replacement
individuals , and-which may result in a delay in the implementation of our inability-te-eonsummate-aninitial-business
eombination-plan and plan of operations. We may not be able to find satisfactory replacements on terms favorable-to-that
would not be unduly expensive ot or burdensome to us. We do not currently carry a key- man life insurance policy
that would assist us in recouping our costs in the event of the death or disability of our management team. The loss of
members of our management team, or our inability to attract or retain other qualified individuals, could have a material
adverse effect on our business, results of operations and financial condition. Certain of our directors and / or officers
may have interests that are different from holders of our Class A Common Stock. Certain of our directors and officers
may have different interests than other holders of Class A Common Stock. As of March 27, 2024, Mr. Taylor, a member
of the Board, holds approximately 52. 6 % of the currently outstanding shares of Class A Common Stock and
approximately 22. 2 % of the outstanding shares of our Series A Preferred Stock. As a result of these holdings, Mr.
Taylor has the ability to exert significant influence over matters submitted to a vote of our shareholders. Mr. Lucas, a
member of the Board and the Chief Executive Officer, has interest in continued employment with the Company that is
different from other holders of Class A Common Stock. For additional information regarding related party transactions
and potential conflicts of interest, see Item 13. Certain Relationships and Related Transactions, and Director
Independence. Our management team does not have experience managing a public company. The members of our
management team do not have experience managing a publicly traded company, interacting with public company
investors altogether—RisksRelated-or complying with the increasingly complex laws pertaining to public companies in the
United States. Our management team Organization-and-StruetureOur-direetors-may deetde-not successfully or efficiently
manage our transition to enforee-the-indemnifieationrbeing a public company subject to significant regulatory oversight
and reportmg obligations under e-ﬁeuﬁspeﬂser—resultmg—m—a—reelueﬁeﬂ—m—lhc U ameunt—e-ﬂfuﬂds—m—ﬂae—trust—&eeeurﬁ—ava-rlable

H-$16-. 66-perpublieshare-federal securltles laws and the contlnuous scrutiny of secur1t1es analysts and 1nvestors These
new obligations and constituents require significant attention from er-our senior management and could divert (2)ysueh



lesser-amount-perpublie-share-held-in-the-their attention away from trust-aeeount-as-ofihe day- date-oftheliquidation-ofthe
trust—aeeettnt—dtte—lo - day management fed-ueﬁeﬁs—m—thedval-ueﬂ our busmess t-he—trust—assets— tn—e&eh—ease—net—e#the—rnteres’f

e-fﬁeers—&nd—theirdep&rture—wuld ad\'crsel\ al ect our &brl-rty—te—epera-te—buslness, ﬁnanclal condltlon, results of operatlons
and prospects RlSkS Relatlng to Our eperat—teﬂs-lntellectual Property If we are unable depeﬂdeﬁt—trpeﬂ—a—re}a-m‘ely—sma-l{-

t—nﬁe—&ﬂd—&tteﬁﬁeﬂ—reqtrrreﬁ&eﬂts—lm our products, tnvestﬂ&eﬁt—fuﬂds-eﬁfh-te%rafﬁh&tes—e-ﬁewk or speﬁse-lh&fe—lf our patents
and the-other intellectual property rights investmentmanagers—We-do not adequately protect have-anemployment
agreeﬁaeﬁt—wx-ﬂa—erour products key-—m&n—rns&r&nee—eﬂ—the—hfe-e-ﬁ we &n*yhe-ﬁeﬂrdrreetefs—en*efﬁeers—”Phe—tmexpeefed—}ess—ef

perseﬂﬂel-nun be able-unable to fematn—vwﬂa—the—eempany—aftef&re—eemp}eﬁeﬂ—e-ﬁgam slgnlﬁcant market share and be
unable to operate our initiat-business eombinatiorrprofitably. We rely on patents, trade secrets, copyrights, know- how,

trademarks, license agreements and contractual provnslons to establlsh our 1ntellectual property rlghts and protect our

1 A 5 - As Thereis-no-eertainty;
hewever;-thatany-of February 29, 2024 our key—perseﬂﬂel—wﬂ—rem&m—wrth—us—afterexcluswely- owned patent portfolio
included 30 issued patents in the United States and 12 issued patents in the-other countries eompletion-ofeourinitiat
busittess-eombination-. We cannot assure you that our intellectual property position will not be challenged or that all
patents for which we have applied will be granted. The validity and breadth of claims in patents involve complex legal
and factual questions and, therefore, may be highly uncertain. Uncertainties and risks that we face include the following:
e our pending or future patent applications may not result in the issuance of patents; ® the scope of any ofexisting ot
or keypersonneHfuture patent protection may not exclude competitors or provide competitive advantages to us; e our
patents may not be held valid or enforceable if subsequently challenged; e other parties may claim that our products and
designs infringe the proprietary rights of others and even if we are successful in defending our patents and proprietary
rights, the cost of such litigation may adversely affect our business; and e other parties may develop similar products,
duplicate our products, or design around our patents. The patent prosecution process is expensive and time- consuming,
and we may not be able to file, prosecute, maintain, enforce or license all necessary or desirable patent applications at a
reasonable cost or in a timely manner, or in all jurisdictions. We may choose not to seek patent protection for certain
innovations and may choose not to pursue patent protection in certain jurisdictions, and under the laws of certain
jurisdictions, patents or other intellectual property rights may be unavailable or limited in scope. It is also possible that
we will remainrinsentor-management-fail to identify patentable aspects of or-our advisery-developments before it is too late
to obtain patent protection. In addition, the laws of foreign jurisdictions may not protect our rights to the same extent as
the laws of the United States. For example, most countries outside of the United States do not allow patents for methods
of treating the human body. This may preclude us from obtaining method patents outside of the United States having
similar scope to those we have obtained or may obtain in the future in the United States. Changes in either the patent
laws or interpretation of the patent laws in the United States and other countries may diminish the value of our patents
or narrow the scope of our patent protection. Moreover, we may be subject to a third- party pre- issuance submission of
prior art to the U. S. Patent and Trademark Office (the “ USPTO ”) or patent offices in foreign jurisdictions, or become
involved in pesitiens— opposition , derivation, reexamination, inter partes review, post- grant review or interference
proceedings challenging our patent rights or the patent rights of others. An adverse determination in any such
submission, proceeding or litigation could reduce the scope of, or invalidate, our patent rights, allow third parties to
commercialize our technology and compete directly with us , without payment to us . The determination-issuance of a
patent is not conclusive as to whether-its inventorship, scope, validity or enforceability, and our patents may be
challenged in the courts or patent offices in the United States and abroad. Such challenges may result in loss of



exclusivity or freedom to operate or in patent claims being narrowed, invalidated or held unenforceable, in whole or in
part, which could limit our ability to stop others from using or commercializing similar or identical products and
techniques, or limit the duration of the patent protection of our technology. While we are aware of several third- party
patents of interest, we do not believe that keypersonnel-products infringe any valid claims of patents or other
proprietary rights held by others. However, there can be no assurances that we do not infringe any patents or other
proprietary rights held by third parties. If our products were found to infringe any proprietary right of another party,
we could be required to pay significant damages or license fees to such party and / or cease production, marketing and
distribution of those products. We also rely on trade secrets and other unpatented proprietary technology. There can be
no assurances that we can meaningfully protect our rights in our unpatented proprietary technology or that others
remairrnot independently develop substantially equivalent proprietary products or processes or otherwise gain access to
our proprietary technology. We seek to protect our trade secrets and proprietary know- how, in part, us
confidentiality agreements with employees and consultants that include customary intellectual property assignment
obligations. Litigation may also be necessary to defend infringement claims of third parties or to enforce patent rights
we hold or to protect trade secrets or techniques we own. There can be no assurances, however, that the agreements will
not be breached, adequate remedies for any breach would be available or competitors will not discover our trade secrets
or independently develop comparable intellectual property. If we are unable to successfully protect our intellectual
property, our business, financial condition, and results of operations made-materially and adversely affected.
Obtaining and maintaining patent protection depends on compliance with various procedural, document submission, fee
payment and other requirements imposed by governmental patent agencies, and our patent protection could be reduced
or eliminated for non- compliance with these requirements. The USPTO and various foreign governmental patent
agencies require compliance with a number of procedural, documentary, fee payment and other similar provisions
during the patent application process. In addition, periodic maintenance fees, renewal fees, annuity fees and various
other government fees on issued patents often must be paid to the USPTO and foreign patent agencies over the lifetime
of the patent and / or applications and any patent rights we may obtain in the future. While an unintentional lapse of a
patent or patent application 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 or
patent application, 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 or patent application include, 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 fail to maintain the patents and patent applications covering our products, we may not
be able to stop a competitor from marketing products that are the same as or similar to our products, which would have
a material adverse effect on our business. We may become a party to lawsuits or administrative proceedings involving
patents or other intellectual property. If we were to lose any future intellectual property lawsuits, a court could require
us to pay significant damages and / or prevent us from selling our products. We may become a party to lawsuits or
administrative proceedings involving patents or other intellectual property, including interference proceedings, post
grant review and inter partes review before the USPTO or the equivalent foreign patent authority. A legal proceeding,
regardless of the outcome, could drain our financial resources and divert the time and effort of our management.
Protracted litigation to defend or prosecute our intellectual property rights could result in our customers or potential
customers deferring or limiting their purchase or use of the affected products until resolution of the litigation. If we are
found to infringe a third party’ s intellectual property rights, we could be required to obtain a license from such third
party to continue selling, developing and marketing our products and techniques. However, we may not be able to obtain
any required license on commercially reasonable terms or at all. Even if we were able to obtain a license, it could be non-
exclusive, thereby giving our competitors access to the time-of same technologies licensed to us. We could be forced,
including by court order, to cease commercializing the infringing technology our— or initial-product. In addition, we could
be found liable for monetary damages, including treble damages and attorneys’ fees if we are found to have willfully
infringed a patent. A ﬁndmg 0f mfnngement could force us to cease some of our operatlons, which could
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business. Intellectual property litigation may lead to unfavorable publicity that harms our reputation and
causes the value of our securities to decline. Because competition in our industry is intense, competitors may infringe or
otherwise violate our issued patents, patents of our licensors or other intellectual property. To counter infringement or
unauthorized use, we may be required to file infringement claims, which can be expensive and time consuming, and
could distract our technical and management personnel from their normal responsibilities. Any claims we assert against
perceived infringers could provoke these parties to assert counterclaims or file administrative actions against us alleging
that we infringe their patents. In addition, in a patent infringement proceeding, a court may decide that a patent of ours
is invalid or unenforceable, in whole or in part, construe the patent’ s claims narrowly or refuse to stop the other party
from using the technology at issue on the grounds that our patents do not cover the technology in question. An adverse
result in any litigation proceeding or administrative action could put one or more of our patents at risk of being
invalidated or interpreted narrowly. Our competitors may assert invalidity on various grounds, including lack of
novelty, obviousness or that we were not the first applicant to file a patent application related to our product. We may
elect to enter into license agreements in order to settle patent infringement claims or to resolve disputes before litigation,
and any such license agreements may require us to pay royalties and other fees that could be significant. Furthermore,



because of the substantial amount of discovery required in connection with intellectual property litigation, there is a risk
that some of our confidential information could be compromised by disclosure. Our competitors, many of which 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 may prevent, limit or
otherwise interfere with our eomplete-make, use, sell and / eur— or initial-export our products or to use our
technologies or product names. Moreover, individuals and groups that are non- practicing entities, commonly referred to
s “ patent trolls, ” purchase patents and other intellectual property assets for the purpose of making claims of
1nfr1ngement 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 combination-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. Negative results in litigation regarding our intellectual property, or
the requirement to make substantial expenditures in litigation (regardless of whether we ultimately prevail) would have
material adverse effect on our liquidity, business, financial condition, results of operations, and the value of our
securities. If we fail to execute invention assignment agreements with our employees and contractors involved in the
development of intellectual property or are unable to protect the confidentiality of our trade secrets, the value of our
products and our business and competitive position could be harmed. In addition to patent protection, we also rely on
protection of copyright, trade secrets, know- how and confidential and proprietary information. We generally enter into
confidentiality and invention assignment agreements with our employees, consultants and third parties upon their
commencement of a relationship with us. However, we may not enter into such agreements with all employees,
consultants and third parties who have been involved in the development of our intellectual property. In addition, these
agreements may not provide meaningful protection against the unauthorized use or disclosure of our trade secrets or
other confidential information, and adequate remedies may not exist if unauthorized use or disclosure were to occur. The
exposure of our trade secrets and other proprietary information would impair our competitive advantages and could
have a material adverse effect on our business, financial condition and results of operations. In particular, a failure to
protect our proprietary rights may allow competitors to copy our products and procedures, which could adversely affect
our pricing and market share. Further, other parties may independently develop substantially equivalent know- how and
technology. In addition to contractual measures, we try to protect the confidential nature of our proprietary information
using commonly accepted physical and technological security measures. Such measures may not provide adequate
protection for our proprietary information, such as in the case of misappropriation of a trade secret by an employee or
third party with authorized access direetors-security measures may not prevent and-- an officers-employee or
consultant from misappropriating our trade secrets and providing them to a competitor, and recourse we take against
such misconduct may not provide an adequate remedy to protect our interests fully. Unauthorized parties may also
attempt to copy or reverse engineer certain aspects of our products that we consider proprietary. Enforcing a claim that
a party illegally disclosed or misappropriated a trade secret can be difficult, expensive and time- consuming, and the
outcome is unpredictable. Even though we use commonly accepted security measures, trade secret violations are often a
matter of state law, and the criteria for protection of trade secrets can vary among different jurisdictions. In addition,
trade secrets may be independently developed by others in a manner that could prevent legal recourse by us. While we
have agreements with many of our employees, consultants and third parties that obligate them to assign their inventions
to us, these agreements may not be self- executing, not all employees or consultants may enter into such agreements, or
employees or consultants may breach or violate the terms of these agreements, and we may not have adequate remedies
for any such breach or violation. If any of our intellectual property or confidential or proprietary information, such as
our trade secrets, were to be disclosed or misappropriated, or if any such information was independently developed by a
competitor, it could have a material adverse effect on our competitive position, business, financial condition, results of
operations and prospects. If our trademarks and trade names adequately protected, we may not be able to build
name recognition in our markets of interest and our competitive position may be harmed. We rely on our trademarks,
trade names and brand names to distinguish our products from the products of our competitors and have registered or
applied to register many of these trademarks. There can be no assurance that our trademark applications will be
approved. Third parties may also oppose our trademark applications or otherwise challenge our use of the trademarks.
In the event that our trademarks are successfully challenged, we could be forced to rebrand our products, which could
result in loss of brand recognition, and could reguired— require us to ;-devote resources to advertising marketing new
brands. Further, there can be no assurance that competitors infringe our trademarks or that we will have
adequate resources to enforce our trademarks. We also license third parties to use our trademarks. In an effort to
preserve our trademark rights , eemmit-we enter into license agreements with these third parties, which govern the use
of our trademarks and require our licensees to abide by quality control standards with respect to the goods and services
that they provide under our trademarks. Although we make efforts to monitor the use of our trademarks by our
licensees, there can be no assurance that these efforts will be sufficient to ensure that our licensees abide by the terms of
falH-licenses. In the event that our licensees fail to do so, our trademark rights could be diluted. Any of the foregoing
could have a material adverse effect on our competitive position, business, financial condition, results of operations and
prospects. Patent terms may not be sufﬁclent to effectlvely protect our products and busrness for an adequate perlod of
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patent, and the protectlon it affords, is hmlted Even if patents covermg our e-fﬁeers—technologles and their uses are
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addition, although upon issuance in the United States a patent’ s term can be extended based on certain delays caused by
the USPTO, this extension can be reduced or eliminated based on certain delays caused by the patent applicant during
patent prosecution. Given the amount of time required for the development, testing and regulatory review of new
products, patents protectlng such products might explre before ot or shortly after such products are commerclahzed

-rnvesﬁﬁeﬁt—manela-tes—Hewever—\\ e do not eurreﬁt-l-y—e*peet—that—an-y—sueh—have sufﬁclent patent terms to protect our
products, technologles and ethef thelr blan-leeheeleeempany—uses, our busmess W ould be nmtumll\ adversely af-feet

an eerss : W business-opp A vhieh-may bc &ppfepﬂate—unable to enforce our mtellectual
property rights throughout the world. The laws of some forelgn countries do not protect intellectual property rights to
the same extent as the laws of the United States. Many companies have encountered significant problems in protecting
and defending their intellectual property rights in certain foreign jurisdictions. This could make it difficult for
presentation-to-us and-to stop infringement of our foreign patents, if obtained, or thc misappropriation of our other entities
to-intellectual property rights. For example, some foreign countries have compulsory licensing laws under which a patent
owner must grant licenses to third parties. In addition, some countries limit they— the ewe-enforceability of patents
against certain fiduetary-third parties, including government agencies or eontractual-duties-government contractors. In
these countries, patents may provide limited or no benefit. Patent protection must ultimately be sought on a country- by-
country basis, which is an expensive and time- consuming process with uncertain outcomes . Accordingly, we may choose
not to seek patent protection in certain countries, and we will not have they— the benefit of patent protection in such
countries. Proceedings to enforce our patent rights in foreign jurisdictions could result in substantial costs and divert
our efforts and attention from other aspects of our business. Accordingly, our efforts to protect our intellectual property
rights in such countries may be inadequate. In addition, changes in the law and legal decisions by courts in the United
States and foreign countries may affect our ability to obtain adequate protection for our technology and the enforcement
of our intellectual property. If we are unable to fully protect our intellectual property, our business will be materially
and adversely affected. We may be subject to claims that we or our employees have misappropriated the intellectual
property of a third party, including trade secrets or know- how, or are in breach of non- competition or non- solicitation
agreements with our competitors and third parties may claim an ownership interest in intellectual property we regard as
our own. Many of our employees and consultants were previously employed at or engaged by other medical device
companles, including our competitors or potential competitors. Some of these employees, consultants and contractors
may have eenfhiets-ofinterestexecuted proprletary rlghts, non- dlsclosure and non- competltlon agreements in connection
with such previous employment de v d-bep d-. These
eonflietsmay-Although we try to ensure that our employees and consultants do not be—rese-lved—rn—use the intellectual
property, proprietary information, know- how eur— or trade secrets of others in their work faver—- for us, we and-a

poteﬁt-ral—target—busrness—nmw be pfeseﬁted—to-etheref&ﬁteﬂaﬂeﬁo—ﬁs—pfeseﬁaﬁeﬁe—us—\ub]tu to clalms hts—efheﬁﬁduetary

individuals have, 1nadvertently or otherwise, mlsapproprlated the intellectual property or disclosed the alleged trade
secrets or other proprietary information of these former employers, competitors or other third parties. Additionally, we

may be subject to claims from third parties challenging our ownership interest in any-eerporate-4topportunity-offered-to
any-direetor-or inventorship of intellectual property we regard offieer-unlesssueh-opportunity-is-expressty-offered-to-such
personsolely-inrhis-or-hereapaeity-as a-direetor-or-our own, for example, based on claims offieer-of the-eompany-anditis-an

epportanity-that we-our agreements with employees or consultants obhgatmg them to ass1gn 1ntellectual property to us are

lneffectlveab-}e—te-eemplete—ofra—reaseﬂable—baﬂs—Fe% or in a-—een




&fﬁ%iafes—may—have—eempefﬁive—peet&&&w—&&efesﬁ—ﬂ&&&con flict with prior ot or tn-tefesfs—We—have—net—adeﬁed-competmg
contractual obhgatlons to as51gn 1nvent10ns to another employer, to a pehey—fh&t—pfeh-rbﬁs—former employer, ot or




subjeet-to obtain a license +ts—ﬁ&uet&1”yhd-uﬁes—ehees-es—te-&ppreve—eﬂe— on commerclally reasonable terms, 1f at all If or-our
defense more-amendments-to those claims fails, in addition to paying monetary damages or a settlement payment, a court

could prohibit us from using technologles, features or other intellectual property that are essential to or-our watvers—of
products, if such technologies agreemen rreonnee ; h-the-eonsumma otr— or features are found to incorporate
m&al—bu&mess—eembﬂ%&ﬁeﬂ%nystleh—&meﬁémeﬁts—m be derlved wa-wers—weu-}d—net—requrre—appreval—[mm the trade secrets
our-- or stockholders; mayresult-in-the-other proprietary information of the former employers, eomptetion— competitors of
our-- or itial-business-eombination-third parties. An inability to incorporate technologies, features or other intellectual
property that may-nototherwise-are important or essential to our products could have a material been-possible;-and-may
have-an-adverse effect on our business the-valae-ef-an-and competitive position irvestmentin-onrseenrittes—The-personal-and
ﬁﬂaﬂaal—mterest&e%etmspeﬂse% d-rreeters—dnd e-fﬁeefs—md\ preventtﬂﬂueﬂee—themetﬁmﬁeﬂ—mﬂéeﬁﬁfymg—aﬂd-se}eeﬁﬂg—a

tredHn trg-te initial-bist ombination Inaddltlonﬁs—a—resu-}t— \\umnbe—&b-}e—te-eemp}ete
lose valuable 1ntellectual property rlghts ot or personnel tﬁrtwta-l-bttsrness-eernbtﬁaﬁeﬂ—eveu—Even t-heugh—a—subst&ﬂt-ra}

’ : or-if we seelestoekheolder
apprev&l—e-ﬁare successful in defending agamst these clalms, lltlgatlon could result in substantlal costs and could be a
distraction to management. Any litigation eur-- or initial-the threat thereof may adversely affect our ability to hire
employees or contract with independent sales representatives. A loss of key personnel or their work product could
hamper or prevent our ablllty to commerclahze our products, whlch could materlally and adversely affect our business

operatlng results , e eviso 0 i t t s

be-required-flows and prospects Rlsks Relatlng to pay—fe%&H—pub-l-te—shafes—Our Organlzatlon and Structure Our Charter
provides that are-v
Court of Chancery thep
eomptlete-the State busines
redemptionrwill be returne







sole and exclusive forum for eeﬁa-m—?ypes—e-ﬁ&eﬁeﬂs—substantlally all dlsputes between us and pfeeeed-mgs—t-h&t—m&y—be
-i-n-'rt-iated—by—he}éefs-e-f—oul wrarrants-stockholders , which could limit the-our stockholders’ ability efwarranthelders-to obtain a

favorable judicial forum for disputes with us et or eompany-our directors, officers, or employees . Our Charter warrant
agreement-provides that, subjeetunless we consent in writing to applieablte-taw-the selection of an alternative forum , the (i)
Court of Chancery of the State of Delaware (the “ Court of Chancery ) shall, to the fullest extent permitted by law, be
the sole and exclusive forum for: (a) any derivative action or proceeding brought on behalf of us, (b) any action 5
proceeding-asserting a claim of breach of a fiduciary duty owed by any of er-our directors, stockholders, officers or other
employees to us or our stockholders, (c) any action asserting a claim against us , our directors, officers or employees
arising pursuant to enteferrelating-inany way-teo-provision of the DGCL warrant-agreement-, ineludingunder-the-Seeurities
Aet-witt-our Bylaws or our Charter (as either may be breught-amended from time to time), and enfereed-in-the-eourtsof
the-State-of New—York-(d) any action asserting a claim against us, er-our directors, officers the-United-StatesDistriet-Court
for-- or employees governed by the internal affairs doctrine; SeuthernDBistriet-of New—Yorlg-and (i1) subject that-we
trrevoeably-submit-to Sﬂehjﬂﬂﬁdieﬂeﬂ-the foregoing ., whichjurisdietion-the federal district courts of the United States of

Amerlca shall be the e\elu\n e forum for the resolutlon 0f any complamt assertlng a cause of action arlsmg under the

ieonvertent-forum selectlon —Ne%wrthst&ﬁdmg—&te—fefegemg—t-hese
provisions shall e-ﬁfhe—waff&rﬁ—&gfeeﬁwﬁt—wﬂ-l—lml apply to &uns brought to enforce any liability or duty created by the Exchange
Act or any other claim 101 which th e ral d'l'S't'ﬂe{—(,OLllls 0 “the Unned Sldles have e-ﬁ%meﬁea—&fe—&te—se-}e—aﬂd—cu usive

.
% O
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a5 ; T—h-ts—The ehmec -0[ —forum
provision may llmn a stockholderw&ﬁ&ﬁt—he}éef s ability to bring a (,ldlm na ]udlual 'orum that it finds favorable for
disputes with us et or eompany-our directors , officers, or other employees, and may potentially increase costs for
investors to bring such a claim, both of which may discourage such lawsuits against us and our directors, officers, and
other employees . Ahunau\ elv 11 a court were to md {-hts—the choice of forum pm\ ision e%eﬂﬁwaﬁ&ﬂt—&gfeemem—contamed
W action or
proeeedings-, we may incur additional costs associated with resolving such matters-action in olhc1 Jull\([lLll()l]S which could

harm m&teﬂa-l-}y—&ﬂd—&dvefse}y—a-ffeet—om busmess results of 0perat10ns, and 46ﬁﬁaﬁe1a-l—~ ﬁnanclal eondmon and-results-of




1ules and 1egu1at10ns theIeundel As noted dbO\ e, the Charter o 0 s
that the Courtof Chaneeryand-the-federal district eourt-courts -feH-he—Btstﬂet—of Be}aware-the Umted States of Amerlca shall

have eeneurrentjurisdiction over any action arising under the Securities Act. Accordingly, there is uncertainty as to whether a

Court would enfoue such plO\ ision . Our —aﬁd-eu%stoel( 101(161% will not be deemed to hd\ e waiv ed our compliance with the

perfe W i i “emerging growth company , " within-the-meaning-ofthe
SeetrittesAet-as-modifted-by-the JOBSAetand-we may—cannot be certain if the reduced disclosure requirements
applicable to “ emerging growth companies ” will make the Class A Common Stock less attractive to investors. As an “
emerging growth company, ” we take advantage of certain exemptions from various reporting requirements that are applicable
to other public companies that are not “ emerging growth companies , ” including ;butretlimitedto;not being required to
obtain an assessment eomply-with-the-auditorattestationrequirements-of the effectiveness of our internal control over
financial reporting from our independent registered public accounting firm pursuant to Section 404 of the Sarbanes-
Oxley Act, reduced disclosure obligations regarding executive compensation in our periodic reports and proxy statements, and
exemptions from the requirements of holding a non- renbinding—-- binding advisory vote on executive compensation and
stockholder approval of any golden parachute payments not previously approved. In addition As-a-restlt-, eurstoekholders

may-nethave-aceess-to-eertaininformation-they— the JOBS Act provides that may-deenrimportant—We-eontd-be-an emerging
grow th compdnv can take advantage of an extended trans1tlon perlod for complylng with new ﬂp—te—ﬁ’v‘e—ye&rs—a-l-t-heﬂgh

cannot predict whether-if investors will fmd ettﬁseeﬂﬂt—tes-the Class A Common Stock less attractive beeduse we wﬂ-l—lelv on
these exemptlons [f some inv estors find eu%seeﬁrrttes—the Class A Common Stock ess attractive as a result ef-ourrehanee-on

emptio e-tradingp of-otrs estay-betowerth otherwise-would-be-, there may be a less active
fr&e}mg—nmket tor our-seetrittes-and-the trad-rﬁg—Class A Common Stock the share priees— price of eurseeurities-Class A
Common Stock may be more volatile and —Further;-Seetton1+02-(b)-(1H-ef-the price at which JOBS-Aetexempts-emerging
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use these exemptlons The requlrements of belng a pubhc company may strain our resources and dlvert management’
attention. As a public company, we are subject to the reporting requirements of the Exchange Act, the Sarbanes- Oxley
Act, the Dodd- Frank Wall Street Reform and Consumer Protection Act, the listing requirements of Nasdaq and other
applicable securities rules and regulations. Compliance with these rules and regulations 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. ” The Sarbanes- Oxley Act requires,
among other things, that we maintain effective disclosure controls and procedures and internal control over financial
reporting. In order to maintain and, if required, improve our disclosure controls and procedures and internal control
over financial reporting to meet this standard, significant resources and management oversight may be required. As a
result, management’ s attention may be diverted from other business concerns, which could adversely affect our business
and operating results. We may need to hire more employees in the future or engage outside consultants to comply with
these requirements, which will increase our costs and expenses. Risks Relating to Our Class A Common Stock and
Warrants We may not receive any proceeds from the exercise of Warrants, and if we do, we may be unable to invest the
portion of the net proceeds from the exercise of Warrants on acceptable terms. We will receive up to an aggregate of
approximately $ 203. 4 million from the exercise of our outstanding Warrants, assuming the exercise in full of all of the
Warrants for cash. However, we will only receive proceeds to the extent holders of Warrants elect to exercise. We can
provide no assurances as to the amount of proceeds we will receive from the exercise of Warrants or whether we will
receive any proceeds. As of the date of this Report, our Warrants are “ out of the money, ” which means that the trading
price of the shares of Class A Common Stock underlying the Public Warrants, which was $ 3. 91 on March 27, 2024 is
below the $ 11. 50 exercnse prlce of the Pubhc Warrants and the $ 10. 46 exerclse prlce GG-peiepﬂb-l-te—shafe—rm&aHy—he}d—rn




pertod-during-which-any-third —thelrwarrants-partwhe{afms—e&n—be—bfettg-}rt—agafnst—t}xe
hteh-the-eorporation-mayrej eh and additional-+50—day
e therefore&ny—habﬁrtyhe%sfeeldae%deﬁ—w-rth

d we do not expect eomplete-our-initial-business-eombination-and;
thefefefe—we-do—not—mteﬁd—lo recelve cash eempl—y—w-rth—the—fefegemg—pfeeedﬁres»—— proceeds from any —Bee&use—we—de—net

t—rme—that—exerase We will pfeﬂde-fe%eﬁﬁpaymeﬁt—have broad dlscretlon in the use of MW

e}a-rms—that—any proceeds recelved from the exerclse of Warrants Delays in mvestmg the net proceeds from the exercise of

b&rfed-after—the—tlﬂfd—afmwefs&ty—e-ﬁthe—dﬂsehmeﬁ— \\ ¢ cannot assure you lhdl we W 11 preperly—aﬁsess—a-l-l-e}a-rms-be able to

identify uses of proceeds that meet our investment objectives or that any investment that we make will produce a positive
return. We may be potentially-brought-againstunable to invest the net proceeds from the exercise of Warrants on
acceptable terms within the time period that we anticipate or at all, which could harm our financial condition and
operating results. Moreover, we will have significant flexibility in investing the net proceeds from the exercise of
Warrants and may us-use the net proceeds from the exercise of Warrants in ways with which investors may not agree .
As-The sale of substantial amounts of our securities in the public market by our existing securityholders (including the
shares of Class A Common Stock issuable upon exercise of the Warrants and conversion of the Series A Preferred
Stock), or the perception that such sales may occur , may cause the market price of our securities to decline significantly.
We have registered the issuance of shares of Class A Common Stock representing approximately 113. 2 % of the total
shares of Class A Common Stock outstanding as of the date of this Report (assuming that all Warrants are exercised and
all outstanding shares of Series A Preferred Stock are converted into Class A Common Stock). In addition, we have
registered the resale of Class A Common Stock representing 77. 6 % of the total shares of Class A Common Stock
outstanding as of the date of this Report (assuming that no Public Warrants are exercised, all Shortfall Warrants are
exercised and all outstanding shares of Series A Preferred Stock are converted into Class A Common Stock). Further,
the shares of Class A Common Stock that we have registered for resale represent a significant percentage of our
outstanding Class A Common Stock, including (i) 11, 159, 614 shares of Class A Common Stock beneficially owned by
Glen A. Taylor, which represent 54. 65 % of our outstanding Class A Common Stock (assuming that no Public
Warrants or Shortfall Warrants are exercised and all shares of Series A Preferred Stock beneficially owned by Mr.
Taylor are converted into Class A Common Stock) and (ii) 5, 043, 478 shares of Class A Common Stock beneficially
owned by the Sponsor, which represent 22. 3 % of our outstanding Class A Common Stock (assuming that no Public
Warrants or Shortfall Warrants are exercised and all shares of Series A Preferred Stock beneficially owned by the
Sponsor are converted into Class A Common Stock). The sale of all of these securities, including the shares of Class A
Common Stock underlying the Warrants and Series A Preferred Stock, in the public market, or the perception that
holders of a large number of securities intend to sell their securities, could significantly reduce the market price of our
Class A Common Stock and Public Warrants and could impair our ability to raise capital through the sale of additional
equity securities. Certain of our stockholders eoutd-potentiatly-be-tiabte-holding an aggregate of 12, 905, 049 shares of Class



A Common Stock have agreed, subject to certain exceptions, not to sell their shares of Class A Common Stock during the
period beginning on the Closing Date and ending on the first to occur of (a) March 29, 2024, (b) if the last sale price of
our Class A Common Stock equals or exceeds $ 10. S0 per share (as adjusted for stock splits, stock dividends,
reorganizations, recapitalizations and the like) for any elaims+to-20 trading days within any 30- trading day period or (c)
such date on which the Company completes a liquidation, merger, stock exchange or the-other extent-similar transaction
that results in all of distributions-the Company’ s stockholders having the right to exchange their shares of Common
Stock for cash, securities or other property. Once such resale restrictions end, the market price of our Class A Common
Stock could decline if such stockholders sell their shares or are reeeived-- perceived by the market as intending to sell
them {but-ne-more)-and-any-tability-. Furthermore, despite such a decline in the public trading price, some of ear-such
stockholders may extend-beyond-still experience a pos1t1ve rate of return on the securities the—they t-hrrd—&n&wefsaﬁ'—ef
purchased due to the price at which such ds 6 3
pubhiestockholders upen-initially purchased the feelempﬁen—securltles The market prlces of our Class A Common Stock
and pubtie-Public Warrants have been and may continue to be extremely volatile, which could cause purchasers of our
securities to incur substantial losses. The market prices and trading volume of our shares #+-of Class A Common Stock
have recently experienced, and may continue to experience, extreme volatility, which could cause purchasers of our Class
A Common Stock and Public Warrants to incur substantial losses. Since the event-closing of the Business Combination,
our Class A Common Stock has traded as low as $ 0. 747 and as high as § 11. 46 as of March 27, 2024. In addition, the
volume of trading of our Class A Common Stock has been inconsistent. For example, on February 27, 2024 our Class A
Common Stock had trading volume of 14, 000 shares and on February 29, 2024 our Class A Common Stock had trading
volume of 8, 031, 900 shares. Our Public Warrants have not traded in tandem with our Class A Common Stock, and
since the closing of the Business Combination has traded within a range of $ 0. 0092 to $ 0. 315 as of March 27, 2024. We
believe that the recent volatility and our current market prices reflect market and trading dynamics unrelated to our
underlylng bus1ness, or macro or industry fundamentals, and we do not know how long these dynamlcs will last comptlete

then—- the pursuant-circumstances, investors in our Class A Common Stock and Pubhc Warrants are sub]ect to -Seeﬁeﬂ
+74-the risk of losing all or a substantial portion of the-their DGECLthestatute-oflimitations-investment. The market
volatility and trading patterns we have experlenced create several r1sks for 1nvestors, 1nclud1ng ela-uﬂs—e-ﬁefed-rtefs—eet&d-
theﬁ— the follow1ng ® be-sixy b

market price ol S‘h&l‘es-ef—oul Class A eemmeﬁ—Common steeleStock has experlenced —Pufsuant—te-an—and &gfeemeﬁt—eﬂ-tefed
-rnte—rn—eeﬁneeﬁeﬁ—may continue to experience rapid and substantial increases or decreases unrelated to our operating
performance or prospects, or macro or 1ndustry fundamentals, and substantlal increases may be s1gmﬁcantly
inconsistent with ¢ S
thetr—- the risks and uncertamtles peﬂﬂrtted-tf&nsferees—ean—demand—l hat we fegtsteﬁﬂae—resale-e-ﬁcontmue to face, o factors
in their-- the public trading market for foundershares-afterthose-shareseonvertto-shares-ofour Class A eemmen-Common
stoek-Stock —In-additiormay include the sentiment of retail investors , eursponser-the direct access by retail investors to
broadly available trading platforms, the amount and its-permitted-transferees-ean-demand-that-weregister-status of short
interest in our securities, access to margin debt, trading in options and the-other derivatives on resale-oftheprivate
placement-warrants-and-the-shares-efour Class A eemmen-Common steek-Stock issuable-uponexereise-of-and any related

hedging and the-other private-placement-warrants;holders-trading factors; e to the extent volatility in our Class A
Common Stock is caused by a “ short squeeze ” in which coordinated trading activity causes a spike in the market price

of warrantsthat-our Class A Common Stock as traders with a short position make market purchases to avoid or to
mitigate potential losses, investors purchase at inflated prices unrelated to our financial performance or prospects, and
may thereafter suffer substantial losses as prices decline once the level of short- covering purchases has abated; and e if
the market price of our Class A Common Stock declines, you may be issued-tuponeonversionof working-eapital-Hoans
unable to resell your shares at or above the price at which you acquired them, and the Public Warrant you own may
become out demand-that-we-register-theresate-of saueh-warrants-or-the sharesmoney. The trading prices of our Class A
eemmeﬁ—Common steeleStock and Public tssu&b-le—uperrexeretse—e-ﬁsueh—w&ﬁ&nﬁ—Warrants depend on many factors,

ing-these those descrlbed seeurr&es—"Phe—regﬂfra&en—&nd-avﬁl&b&rtye-ﬁsueh
a—ﬁg&rﬁeant—numbefe-ﬁseeuﬂﬁes—fer—tradmg—nl thepublie-market-this Item 1A. Risk Factors, many of which are beyond our

control and may not be related to our operating performance. Any of the factors listed below could have an-a material
adv erse effect on investment 1n t-he—ma-rket—pﬂee—e-ﬁshafes—e-ﬂml Class A eeﬁ‘rmeﬁ—Common stee-leStock —I-n—aéd-rt—reﬁ-and

our Class A

S Warrants may trade at prices s1gn1f1cantly below

d-for resate-them . We-may-issue

the prlce pald Or-Wa i e i wth-wotki i o
add-rt-teﬂal-sh&fes—ln such clrcumstances, the tradlng prlces of our C ld\s A eommen-Common stoek-Stock or-shares-of

r-and Public Warrants employee-ineentive-plan-after




eempleﬁeﬂ—e-ﬁeﬂﬁr&&al—bﬂs%ﬂess—eembﬁr&ﬁeﬂ—\‘%e—lnd\ also-isste-shares-not recover and may experience a further decline.
Factors affecting the tradmg prlce of our Class A eemmeﬁ—Common steeleStockﬂpeﬁ—t-he—eeﬂvefsteﬂ—e-ﬁthe—shafes—e-Peﬂf

e ac tual - or anticipated fluctuations 1
p
ine—which-di ViStons mt-he—sh&fes—e#om quarterly ﬁnan 1al€lass—B—eefm=neﬁ

efﬁeefs—O—m&y—have—lhc effeet—quarterly ﬁnanclal results of companles perceived delaying-orpreventing-a-change-ofeontrot
v ng-t0 obtairreontrotof-be similar to us; e changes in the

market’ s expectatlons about our operatmg results, o the publlc s reaction to our press releases, our other public
announcements and our filings with the SEC; e speculation in the press or investment community; e actual or
anticipated developments in our business or our competitors’ businesses or the competitive landscape generally; ® our
operating results failing to meet the expectation of securities analysts or investors in a particular period; e changes in
financial estimates and recommendations by securities analysts concerning us or the market in general; e operating and
stock price performance of other companies that investors deem comparable to us; ® publications of research reports by
securities analysts about us, our competitors, or the industry we operate in; ® changes in laws and regulations affecting
our business; ® commencement of, or involvement in, litigation involving us; e changes in our capital structure, such as
future issuances of securities or the incurrence of additional debt; e the volume of Class A Common Stock available for
public sale; ® any major change in the Board or management; e sales of substantial amounts of Class A Common Stock
by directors, officers or significant stockholders or the perception that such sales could occur; e general economic and
political conditions such as recessions, interest rates, fuel prices, trade wars, pandemics (such as COVID- 19), epidemics,
currency fluctuations and acts of war (such as the conflict between Russia and Ukraine and the military conflict in Israel
and Gaza) or terrorism; and e other risk factors listed under this Item 1A. Risk Factors. There is no guarantee that the

Public Warrants will be in the money, and they may expire worthless adversely-affeetprevating-marketprieesfor-ourunits;
shares-ofeommen-stoek-and ~the terms of er-our Public warrants-Warrants +and-e-may be amended netresult-in-adjastment

te—t-he—exeferse—pﬁee—e—ﬁeﬂﬁw&ff&nts— The exercise pmc for the 'p‘d'b'l'te-Pl.lbllc w&ﬁ&nts—Warrants TS—hi-ghei“t'h&ﬂ—rﬂ—fﬂ&ﬂy—Sﬂ‘ﬂﬂ'af

anc; grys ©

eﬁﬁpﬂb-l-ie—waﬁ&ﬂts—n S 11. ﬁ() per share of Class A Common Stock Sﬂbjeet—te-adjﬁstmeﬂt—whlch exceeds the market prlce of
the shares of Class A Common Stock, which as-was provided-herein-$ 3 . As-aresult;-91 per share based on the closing
price of the Class A Common Stock on March 27, 2024. There is no guarantee that the Public warrants-Warrants are
more-tikely-will be in the money at any given time prior to their expiration. Pursuant to the terms of Warrant Agreement,
the Public Warrants will expire on September 29, 2028, at 5: 00 p. m., New York City time, or earlier upon redemption
or liquidation. If the trading price of Class A Common Stock declines, the Public Warrants may cxpire worthless . If all
of the Public Warrants were exercised in full for cash, we would receive an aggregate of approximately $ 162. 9 million.
We do not expect the holders of the Public Warrants to exercise their Public Warrants and therefore, we do not expect
to receive cash proceeds from any such exercise, for so long as the Public Warrants remain out of the money. We can
provide no assurances that the trading price of our Class A Common Stock will remain at levels where it would be



attractive to exercise our outstanding Public Warrants until the time that such Public Warrants become exercisable . We
may redeem yeur-unexpired Public warrants-Warrants prior to their exercise at a time that is disadvantageous to yeu-the
holders of such Public Warrants . thereby making yeur-such Public warrants-Warrants worthless. We have the ability to
redeem the-outstanding Public svarrants-Warrants at any time after they become exercisable and prior to their expiration, at a
price of $ 0. 01 per warrant 1, ameﬁg—provided that other-- the things;the Referenee-Value-last reported sales price of our
Class A Common Stock cquals or exceeds $ 18. 00 per share (as ad]usmd for adjﬁsfmeﬂts—te-stock spllts, stock d1v1dends,
reorgamzatlons, recapltahzatlons and the hke b ares ;

P —P-}ease—see-rn-for any 20 tradlng
days w1th1n a 30 trading day perlod endlng on the thlrd tradlng day prior t0 the date on which we give proper notice of
such redemption and provided certain the-other conditions are met Deseription-of-Seeurities-exhibitfited-as-Exhibit4- Sto
this-Anntal-Repert-Shares of our Class A Common Stock have never traded above $ 18. 00 per share . [f and when the
such Public warrants-Warrants become redeemable by us, we may not exercise our redemption rightrights even-if the
issuance of shares of Class A Common Stock upon exercise of the Public Warrants is not exempt from registration or
qualification under applicable state blue sky laws or we are unable to effect such registration or qualification. We will use

our best efforts to register or qualify the-anderlyingseeuritiesfor-sate-such shares of common stock under alt-apptieable-the

blue sky laws of the state of residence in seeﬁﬂﬁes—}&ws—ﬁrs—a—fese&t—we—m&y—fedeeﬁr&re—those states 1n whlch the Publlc
warrants-Warrants were offered by Anzu in its IPO asse hra e

vrarrants-. Redemption of the outstanding Public w&ﬁ&nts—Warrants &S—deseﬂbed-&beve-muld orce yeﬂ—te—the holders of
such Public Warrants (+i ) to cxercise your-the Public warrants-Warrants and pay the exercise price therefor at a time when
it may be disadvantageous for yew-such holder to do so 4+, ( 2Hii ) to scll yeur-the Public warrants-Warrants at the then- current
market price when you might otherwise wish to hold yeur-the Public warrants-Warrants ;-or ( 3-iii ) to accept the nominal
redemption price which, at the time the outstanding Public warrants-Warrants are called for redemption, we-expeet-wotdd-is
likely to be substantially less than the market value of your-the Public swarrants-Warrants . Nenre-of We may amend the
private-placement-terms of the Public warrants-Warrants wil-in a manner that may be redeemable-adverse to holders of
Public Warrants with the approval by #s-54-the holders of at least 65 % of the then outstanding Public Warrants. The
Public Warrants were issued in registered form under the Warrant Agreement. The Warrant Agreement provides that (
exeept-a) the terms of the Public Warrants may be amended without the consent of any holder for the purpose of (i)
curing any ambiguity or correcting any mistake or defective provision or (ii) adding or changing any provisions with
respect to matters or questions arising under the Warrant Agreement as deseribec-inr-the parties Deseriptiorrof-Seeutrittes
exhibitfiled-asExhibit4—5-t0 thisAnntalReport-the Warrant Agreement may deem necessary or desirable and that the
parties deem to not adversely affect the rights of the registered holders of the Public Warrants under the Warrant
Agreement and (b ) seteng-as-all other modifications or amendments require they— the vote are-held-by-our-- or spenser-or
its-permitted-transferees-written consent of at least 65 % of the then outstanding Public Warrants . Accordingly Hr-addition
. we have-may amend the terms of the Public Warrants in a manner adverse to a holder if holders of at least 65 % of the
the-then outstanding Public Warrants approve of such amendment. Our ability to redeerramend the terms of the Public
Warrants w1th the consent Of at least 65 % 0f the t-he—then outstanding Public warrants-Warrants is broad at-any-time-after
3 0 P . +0-per-warrantif-Examples of such amendments could
be amendments to . among other things, increase the exercise price of the Public Warrants, shorten the exercise period or
decrease the number of shares of Class A Common Stock purchasable upon exercise of a Public Warrant. While we will
pay dividends on shares of Series A Preferred Stock pursuant to the Certificate of Designation, we do not intend to pay
dividends on shares of Class A Common Stock for the foreseeable future. Except with respect to dividends on shares of
Series A Preferred Stock pursuant to the terms of the Certificate of Designation, we currently intend to retain all
available funds and any future earnings to fund the development and growth of our business. As a result, while we will
pay dividends on shares of Series A Preferred Stock, we do not anticipate declaring or paying any cash dividends on
shares of Class A Common Stock in the foreseeable future. Any decision to declare and pay dividends in the future will
be made at the discretion of the Board and will depend on, among other things, the dividend rights of the Series A
Preferred Stock pursuant to the Certificate of Designation, our business prospects, results of operations, financial
condition, cash requirements and availability, certain restrictions related to our indebtedness, industry trends and other
factors that the Board may deem relevant. Any such decision will also be subject to compliance with contractual
restrictions and covenants in the agreements governing our current and future indebtedness. In addition, we may incur
additional indebtedness, the terms of which may further restrict or prevent us from paying dividends on shares of Class
A Common Stock. As a result, you may have to sell some or all of your shares of Class A Common Stock after price
appreciation in order to generate cash flow from your investment, which you may not be able to do. Our inability or
decision not to pay dividends, particularly when others in our industry have elected to do so, could also adversely affect
the market price of shares of Class A Common Stock. If analysts do not publish research about our business or if the
they Reference-Valueequals-publish inaccurate or unfavorable research, er-our exeeeds-$10-stock price and trading
volume could decline . 66-The trading market for our Class A Common Stock will depend in part on the research and
reports that analysts publish about our business. We do not have any control over these analysts. If one or more of the
analysts who cover us downgrade our Class A Common Stock or publish inaccurate or unfavorable research about our
business, the price of our Class A Common Stock would likely decline. If few analysts cover us, demand for our Class A
Common Stock could decrease and our Class A Common Stock price and trading volume may decline. Similar results
may occur if one or more of these analysts stop covering us in the future or fail to publish reports on us regularly. You
may experience future dilution as a result of future equity offerings. In order to raise additional capital, we may, in the




future, offer additional shares of our Class A Common Stock or other securities convertible into or exchangeable for our
Class A Common Stock at prices that may not be the same as the price per sharc paid by any investor. We may sell (as

adjusted-for-adjustments-to-the-number-of shares issuable-apon-exereise-or the-other exereise-securities in any other offering at
a price efa-warrant-as-desertbed-ir-per share that is less than the price per share paid by any investor, and investors

purchasing shares or the-other Deseriptionrof-Seeurities-securities in exh-rbﬂ—ﬁ%ed—as—Ead&rth%—te—thtsﬁ%ﬂnﬁa-FRepert-)—}n
such-a-ease;-the-holders-will-be-able-to-exereise-their—- the warrants-future could have rights prier-superior to redemptionfor
anumber-ofyou. The price per share at which we sell additional shares of our Class A common Stock, or securities
convertible or exchangeable into common stock determined-based-on, in future transactions may be higher or lower than
the redemption-date-price per share paid by any investor. We may be subject to securities litigation, which is expensive

and the-fair-could divert management attention. The market vakie-price of shares-ofour-Class A eemmenr-Common Stock
may continue to be volatile and, in the past, companies that have experienced volatility in the market price of their stock
have been sub]ect to —P-}ease—see—t-he—Beseﬂpﬁeﬂ—e%Seeﬁﬂﬁes—securltles class action litigation exhibit-filed-asExhibit-4-. We

A e d may be tess-thanthe-value-the-holders-would-have
feeewed—rﬂthey— the had—exerersed—target of this type of lltlgatlon in the future. Securities litigation against us could result
in substantial costs and divert management’ s attention from their- other warrants-at-atater-business concerns, which
could seriously harm our business. We are and may become involved in legal proceedings, and no assurance can be
provided as to the outcome of these matters. From time swhere-the-andertying-to time, we share—- are priee-is-higher
involved in various legal proceedlngs, lawsults, and (Qa—may—net—eempeﬂsa-te—the—other clalms relatlng to matters 1nc1dental
to our business holde v cluding-beeause-the-num h
eapped-at-o-. %6—1—shares—e£F0r example, we are currently a defendant in a lawsult in the ettrCourt Glassﬂﬁ—eemmeﬁ—steek
pervarrant(subjeet-to-adjustment-Hrrespeetive-of Chancery theremaininglife-of the swarrants-State of Delaware involving a
stockholder’ s redemption request in connection with our special meeting of stockholders held on September 27,2023 .
Gufw&ﬁ&nts—&ﬂd—feﬂﬂdeﬁsh&res—An unfavorable resolutlon of any lltlgatlon may have atra materlal adverse effect on the

marketpriee-of shares-efour al-business eombination:
We—have—tsstted—w&rr&nts—te—p&rehase—l—* results -1-66—666—shares—0 operatlons etﬂeelass—A—eemfneﬂ—steei&&t—a-pﬂee-e%—l—l—




