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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K contains forward-looking statements about us and our industry that involve substantial risks, uncertainties and
assumptions. All statements other than statements of historical facts contained in this Annual Report on Form 10-K, including statements regarding our
strategy, future financial condition, future operations, projected costs, prospects, plans, objectives of management and expected market growth, are
forward-looking statements. In some cases, you can identify forward-looking statements by terminology such as “aim,” “anticipate,” “assume,”
“believe,” “contemplate,” “continue,” “could,” “design,” “due,” “estimate,” “expect,” “forecast,” “goal,” “guidance,” “intend,” “likely,” “may,”
“objective,” “plan,” “ongoing,” “positioned,” “possible,” “potential,” “predict,” “project,” “seek,” “shall,” “should,” “target,” “will,” “would” and other
similar expressions that are predictions of or indicate future events and future trends, or the negative of these terms or other comparable terminology.
These forward-looking statements include, but are not limited to, statements about:

99
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. the impact on our business of the civil settlement agreement with the U.S. government that resolved the investigation by the U.S.
Department of Justice (the “DOJ”) related to insurance reimbursement claims submitted to various federal employee health plans under the
Federal Employee Health Benefits (“FEHB”) program, and the extent to which we may be able to validate and establish processes to
support the submission of claims for reimbursement to health plans under the FEHB program in the future, if at all, and our ability to
obtain, maintain or increase insurance coverage for our hearing aids in the future;

. the timing or results of claims audits and medical records reviews by third-party payors;

. the expense, timing and outcome of the purported securities class action litigation alleging that certain of our disclosures about our
business, operations and prospects, including reimbursements from third-party payors, violated the federal securities laws and the
purported derivative action alleging that our directors breached their fiduciary duties by failing to implement and maintain an effective
system of internal controls;

. our ability to continue to maintain the listing of our securities on The Nasdaq Stock Market LLC (“Nasdaq”), including our ability to
execute a plan to regain compliance with the Nasdaq requirements regarding the timely filing of periodic financial reports with the
Securities and Exchange Commission (the “SEC”);

. estimates of our future revenue and expenses, including the extent of any losses we incur from hearing aids delivered to customers where
we have not submitted an insurance claim and may not receive payment;

. estimates of our future capital needs and our ability to raise capital on favorable terms, if at all, including the timing of future capital
requirements and the terms or timing of any future financings;

. our expectations with regard to changes in the regulatory landscape for hearing aid devices, including the anticipated implementation of a
pending over-the-counter (“OTC”) hearing aid regulatory framework and potential Medicare coverage for certain hearing aids, as well as
any potential actions insurance providers may take following any regulatory changes;

. our ability to attract and retain customers;
. our expectations concerning additional orders by existing customers;
. our expectations regarding the potential market size and size of the potential consumer populations for our products and any future

products, including our ability to obtain, maintain or increase insurance coverage of and reimbursement of insurance claims for Eargo
hearing aids, which is substantially dependent on, among other things, the outcomes of our efforts to validate and establish processes to
support the submission of claims for reimbursement from various federal health plans, any third-party payor audits and pending
regulations;

ii
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. our ability to release new hearing aids and the anticipated features of any such hearing aids and our ability to transition our existing
customers to new hearing aids, including when older models are discontinued,;

. developments and projections relating to our competitors and our industry, including competing products;

. our ability to maintain our competitive technological advantages against new entrants in our industry;

. the pricing of our hearing aids;

. our expectations regarding the availability, supply, cost and inflationary pressures related to the component parts of our hearing aids;

. our expectations regarding the ability to make certain claims related to the performance of our hearing aids relative to competitive
products;

. our commercialization and marketing capabilities and expectations;

. our relationships with, and the capabilities of, our component manufacturers, suppliers and freight carriers;

. the implementation of our business model and strategic plans for our business, products and technology;

. the scope of protection we are able to establish and maintain for intellectual property rights covering our products, including the projected

terms of patent protection;

. our ability to effectively manage our business in light of the civil settlement agreement with the U.S. government, third-party payor claims
audits and medical records reviews, purported securities class action and derivative litigations, and pending regulations;

. our ability to retain existing talent and attract new, highly skilled talent;

. our estimates regarding the COVID-19 pandemic, including but not limited to, its duration and its impact on our business and results of
operations; and

. our future financial performance.

We have based these forward-looking statements largely on our current expectations, estimates, forecasts and projections about future events and
financial trends that we believe may affect our financial condition, results of operations, business strategy and financial needs. In light of the significant
uncertainties in these forward-looking statements, you should not rely upon forward-looking statements as predictions of future events. Although we
believe that we have a reasonable basis for each forward-looking statement contained in this Annual Report on Form 10-K, we cannot guarantee that the
future results, levels of activity, performance or events and circumstances reflected in the forward-looking statements will be achieved or occur at all.
You should refer to the section titled “Risk Factors” for a discussion of important factors that may cause our actual results to differ materially from those
expressed or implied by our forward-looking statements. Furthermore, if our forward-looking statements prove to be inaccurate, the inaccuracy may be
material. Except as required by law, we undertake no obligation to publicly update any forward-looking statements, whether as a result of new
information, future events or otherwise.

il
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PART I

Item 1. Business.

Overview

29 G 29 <,

Eargo, Inc. (“Eargo,” the “Company,” “we,” “us” or “our”) is a medical device company dedicated to improving the quality of life of people with
hearing loss. Our innovative products and go-to-market approach address the major challenges of traditional hearing aid adoption, including social
stigma, accessibility and cost.

We believe Eargo hearing aids are the first ever virtually invisible, rechargeable, completely in-the-canal, FDA-regulated, exempt Class I and Class 11
devices indicated to compensate for mild to moderate hearing loss.

We market and sell our hearing aids primarily in a direct-to-consumer format, with a personalized, consumer-centric approach. Our commercial
organization consists of a marketing team with deep experience in consumer-focused brand and performance marketing, a team of inside sales
consultants, and a dedicated customer support team which includes audiologists and hearing professionals. Our differentiated, consumer-first approach
empowers consumers to take control of their hearing by improving accessibility, with personalized, high-quality telecare-based support from our hearing
professionals (with telecare support continuing for as long as a customer owns their Eargo hearing aid).

In an industry that has, in our opinion, historically been associated with limited brand awareness, we have developed a sophisticated brand-building
strategy focused on consumer empowerment. We have also developed a robust technology and data-driven marketing platform that utilizes business
intelligence, key performance metrics, machine learning and other marketing data to reinforce our growing brand recognition and to identify
demographics, behaviors and marketing channels most relevant to our target audience. Eargo’s sales consultants leverage our digital marketing platform,
which utilizes data-driven insights to iterate our sales tactics and create promotional offers, each with the goal of driving lead generation and increasing
inbound lead conversions. We also see opportunity in nurturing long-term relationships with our customers to drive repeat purchases and increase their
lifetime value, an objective facilitated by our provision of unlimited telecare access to Eargo’s hearing professionals for the life of a customer’s Eargo
hearing aid.

We have also established a highly capable research and development organization with what we believe is a rare combination of expertise in mechanical
engineering, product design, audio processing, clinical and hearing science, consumer electronics and embedded software design. In addition, we
employ strategic intellectual property protection in certain key areas. Our technical capabilities and commitment to innovation have allowed us to
deliver significant product enhancements on a rapid development timeline, exemplified by our launch of six iterations of the Eargo hearing aid system
since 2017 (four of which we are marketing and selling as of the filing date of this Annual Report on Form 10-K).

We believe that our differentiated hearing aids and consumer-centric approach have driven our sales of over 95,000 Eargo hearing aid systems, net of
returns, as of December 31, 2021. We believe there is a large, growing and underserved market of people suffering from hearing loss, which we estimate
included more than 45 million adults (or approximately one in six adults) in the United States in 2021, only approximately 25% of whom actually
owned a hearing aid.

The Eargo Difference
We are passionate about helping people hear better and are on a mission to change the way the world thinks about hearing loss.
Since our inception, our founding principle has been to dramatically improve the consumer experience at every step of the hearing care journey. Our

products, customer support and marketing messaging are a direct result of that passion. We believe our direct-to-consumer model can shift the paradigm
in the treatment of hearing loss for the ultimate benefit of consumers.
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Eargo hearing aids

Eargo hearing aids combine proprietary technology, engineering know-how and scientific and design expertise to offer high-quality performance in an
in-the-canal form factor that makes them virtually invisible. As of the filing date of this Annual Report on Form 10-K, we are marketing four versions of
our hearing aids—the Eargo Max, the Eargo Neo HiFi, Eargo 5, and Eargo 6—to provide customers with a range of cost and functionality options. Each
generation of Eargo hearing aids has been improved with additional features, such as audio performance, enhanced physical fit and/or comfort and
greater ease of use.

Our in-the-canal devices feature high-quality audio, are designed to provide up to 16 hours of battery life and feature Eargo’s proprietary soft and
flexible medical-grade silicon tips. These silicon tips are removable, allowing for simple cleaning, and can be purchased separately in several sizes to
accommodate individuals with different size ear canals. Eargo’s rechargeable hearing aids are designed for ease of use and maintenance while providing
a comfortable fit for a majority of our target market.

The following features are available with Eargo hearing aids and offer advantages relative to traditional hearing aids (for example, the behind-the-ear
format, which comprise the majority of hearing aids sold):

. Virtually invisible: Unlike the majority of hearing aids which sit behind-the-ear, Eargo hearing aids are designed to fit completely
in-the-canal and are virtually invisible, allowing our customers to avoid the stigma that is associated with visible hearing aids.

. Comfort and performance: Our proprietary soft and flexible medical-grade silicon tips allow Eargo hearing aids to be suspended in the ear
canal and provide a comfortable “open fit” that does not fully block or occlude the ear canal while still providing high-quality audio.

. Rechargeable: Eargo hearing aids are rechargeable, eliminating the need for battery replacement. Our hearing aids come with a discreet,
portable charger case that easily fits into a purse or pocket.

. Ease of use: Eargo hearing aids feature an intuitive design that is similar in quality to many high-end consumer electronics and allows for
personalization by users to their unique hearing preferences. Users can cycle through up to four different sound profiles and personalize the
settings to their unique preferences for amplification or noise reduction settings to accommodate listening in different environments. All
products other than Eargo Max also offer customers a companion mobile application that helps them easily personalize their Eargo hearing
aids to fit their needs and allow for remote updates.

We expect to continue refining and improving Eargo hearing aids, and we have the intention of an approximate annual cadence of new product launches.
To this end, we are working on the development of a cost-conscious offering as well as the next Eargo hearing aid model with improved functionality.

Our business model and customer journey

We sell our hearing aids primarily on a direct-to-consumer basis, engaging consumers through a mix of digital and traditional marketing as well as select
commercial partnership, omni-channel (including retail) and other opportunities that are designed to appeal to prospective customers on a personal level
and build our brand.

Eargo provides free educational resources as well as support from our team of sales consultants and hearing professionals, who help educate and guide
prospective customers through addressing their hearing loss in a personalized and consultative experience.

While a hearing test is not necessary to purchase Eargo hearing aids, we offer an online, do-it-yourself hearing screening for prospective customers who
are interested in learning more about their hearing. This screening is not intended to prevent, diagnose or treat hearing loss or any other disease or
condition, but can assist customers in
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evaluating whether Eargo hearing aids may be right for them. Prospective customers can also utilize Eargo’s telecare support system to receive guidance
regarding matters such as use, charging and cleaning of Eargo hearing aids, and real-time audio setting modification for individualized hearing loss.

Through select commercial partnerships and retail relationships, prospective customers may take our hearing screening and learn about our products in
brick-and-mortar retail locations as well.

Customers are able to complete purchases over the phone with an Eargo sales consultant or directly on our website. The Eargo purchasing experience is
designed to be simple and to improve the accessibility of hearing aids. In addition, we offer a 45-day trial period.

As of December 8, 2021, our products are “cash-pay” only, which includes upfront payment, credit card, third-party financing, and distributor payment.
We partner with a third-party monthly financing program to make our products more accessible, and payment types may also be combined. The Eargo
hearing aid system is then shipped and arrives on average in approximately three business days.

Once a customer purchases Eargo hearing aids, they are assigned to one of our hearing professionals, who provides complimentary, convenient support
by phone, chat or e-mail. Our hearing professionals include audiologists with degrees in audiology and speech-language science, professionals with
board certifications in hearing aid science and other professionals.

Once a customer receives their Eargo hearing aids, their assigned hearing professional will schedule a welcome call to assist with proper use, fit and
setting modification of the Eargo device. In 2021, more than 80% of our customers completed a welcome call with one of our hearing professionals. Our
hearing professionals and customer care team are also available to provide unlimited support for as long as the customer owns an Eargo device.
Additionally, we provide short, online training videos and other resources that customers can access online. The combination of these services allows us
to deliver telecare-based support in an efficient and streamlined manner.

We believe our business model and consumer-centric focus offer the following advantages relative to traditional sales channels (which are characterized
by a business-to-business model in which hearing aid manufacturers rely on a fragmented network of independent audiology clinics to sell their devices
to consumers):

. Simplified, consumer-centric experience: We have developed a consumer-centric experience by offering free online education, convenient
consultation and telecare support, the ability to easily purchase the Eargo system, and fast delivery.

. Accessible: We offer all of our customers convenient telecare-based access to a highly trained clinical support team consisting, in part, of
hearing professionals. Additionally, our support team is able to wirelessly assist in personalizing Eargo settings for our customers with
Eargo Neo HiFi, Eargo 5 and Eargo 6.

. Affordable: Our vertically integrated, consumer-first model allows us to eliminate a layer of cost associated with the separation of the
manufacturer and consumer in the traditional sales and distribution model. As a result, we believe that we are able to offer Eargo hearing
aids at prices that are approximately half the average cost of a pair of hearing aids purchased through traditional channels in the United
States. The Eargo model also offers greater pricing transparency, as hearing aid sales via traditional channels commonly bundle the cost of
the device, the audiology exam and related services (for example, programming and subsequent adjustments).

. Decreased COVID-19 exposure: Over the past two years, our model helped Eargo customers reduce their potential exposure to COVID-19
while conducting an essential activity without the need to physically visit a clinic.

3
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Omni-channel marketing and distribution activities through commercial partnerships

Eargo’s self-administered hearing screens are intended to be part of our retail customer experience and are expected to be located in physical retail
settings so customers can obtain general information regarding their hearing and see Eargo hearing aids in person. We also have a select number of
commercial partnerships to, among other things, facilitate the retail experience, and we intend to continue to pursue additional opportunities for
in-person customer engagement. We believe that if the proposed rule by the United States Food and Drug Administration (“FDA”) regarding an OTC
regulation of hearing aids is finalized in substantially the same form as proposed, the final rule will facilitate negotiation and execution of additional
retail opportunities in the future.

DOJ investigation and settlement and claims audits

As previously disclosed, on September 21, 2021, we were informed that we were the target of a criminal investigation by the DOJ related to insurance
reimbursement claims we submitted on behalf of our customers covered by various federal employee health plans under the FEHB program. The
investigation also pertained to our role in customer reimbursement claim submissions to federal employee health plans (collectively, the “DOJ
investigation”). Also as previously disclosed, our largest third-party payor conducted an audit of insurance reimbursement claims (“claims”) submitted
by us (the “Primary Audit”), which included a review of medical records. We were informed by the third-party payor conducting the Primary Audit that
the DOJ was the principal contact related to the subject matter of the Primary Audit. In addition to the Primary Audit, we have been subject to a number
of other audits of insurance reimbursement claims submitted to additional third-party payors (collectively with the Primary Audit, the “claims audits™).
One of these claims audits does not relate to claims submitted under the FEHB program. On January 4, 2022, the DOJ confirmed to us that the
investigation had been referred to the Civil Division of the DOJ and the U.S. Attorney’s Office for the Northern District of Texas and the criminal
investigation was no longer active.

On April 29, 2022, we entered into a civil settlement agreement with the U.S. government that resolved the previously disclosed DOJ investigation
related to our role in customer reimbursement claim submissions to various federal employee health plans under the FEHB program. We cooperated
fully with the DOJ investigation. We deny the allegations in the settlement agreement, and the settlement is not an admission of liability by us. The
allegations did not pertain to the quality or performance of our product. The settlement agreement provided for our payment of approximately

$34.4 million to the U.S. government and resolved allegations that we submitted or caused the submission of claims for payment to the FEHB program
using unsupported hearing loss-related diagnostic codes.

The settlement with the U.S. government may not resolve all of the audits of insurance reimbursement claims by the various third-party payors, and
additionally we remain subject to a prepayment review of claims by the payor who conducted the Primary Audit. We will need to work with the
government (including the OPM) and third-party payors to potentially validate and establish processes to support any future claims that we may submit
for reimbursement, and there are no guarantees that we will be able to arrive at any such acceptable processes or submit any future claims. We do not
intend to submit any claims through the FEHB program until we are able to align with the OPM on and establish processes for supporting the
submission of these claims.

From the time we learned of the DOJ investigation and until December 8, 2021, we continued to process orders for customers with potential insurance
benefits (including FEHB program members) but suspended all claims submission activities and offered affected customers (i.e., customers using
insurance benefits as a method of direct payment for transactions prior to December 8, 2021) the option to return their hearing aids or purchase their
hearing aids without the use of their insurance benefits in case their claim is denied or ultimately not submitted by us to their insurance plan for payment
(the “extended right of return”).

Beginning on December 8, 2021, we made the decision to stop accepting insurance benefits as a method of direct payment and it is uncertain when, if
ever, we will resume accepting insurance benefits as a method of direct payment. While we intend to work with the government and third-party payors
at the appropriate time with the objective of validating and establishing processes to support any future claims that we may submit for reimbursement,
we may not be able to arrive at acceptable processes or submit any future claims.

4
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Total life-to-date payments we have received from the government through December 31, 2021 in relation to claims submitted under the FEHB
program, net of any product returns and associated refunds, were approximately $44 million. As discussed further in Note 6 to the Consolidated
Financial Statements included in this Annual Report on Form 10-K, the settlement amount of $34.4 million associated with the DOJ investigation was
recorded as a reduction of revenue during the year ended December 31, 2021.

We determined that customer transactions using insurance benefits as a method of direct payment occurring subsequent to learning of the DOJ
investigation on September 21, 2021 did not meet the criteria for revenue recognition under ASC 606. As such, we did not recognize revenue for
shipments to customers with potential insurance benefits, substantially all of whom were covered under the FEHB program, subsequent to that date.

We estimate that a majority of customers with unsubmitted claims as of December 31, 2021 will choose to return the hearing aid system if their
insurance provider denies their claim or the claim is ultimately not submitted by us for payment, resulting in an increase in expected product returns
from such transactions that occurred prior to September 21, 2021. As a result, we recorded $13.3 million of estimated sales returns as a reduction in
revenue in the third quarter of 2021 related to shipments to customers with potential insurance benefits. This has had a negative impact on the
Company’s revenues for the year ended December 31, 2021 and resulted in an increase in the Company’s sales returns reserve. Of the $13.8 million
sales returns reserve recorded as of December 31, 2021, $11.4 million relates to unsubmitted claims that are included in accounts receivable, net.
Returns associated with unsubmitted claims will reduce the sales returns reserve, with a corresponding reduction in the related accounts receivable at the
time the product is returned.

Further, we also estimate that, in addition to the customers who choose to return their hearing aid systems, a significant number of customers whose
claims are denied by insurance providers or not submitted by us for payment may not pay for or return the hearing aid system. The $9.6 million in bad
debt expense recorded during the year ended December 31, 2021 is primarily based on this estimate and has had a negative impact on our operating
results for the year ended December 31, 2021. Of the $9.6 million recorded to bad debt expense during the year ended December 31, 2021, $5.8 million
relates to submitted claims that have been denied or have not been paid and was written off during the year ended December 31, 2021.

Notwithstanding the settlement, we remain subject to prepayment review of claims by our largest third-party payor before any insurance payments are
made. We do not intend to submit any claims through the FEHB program until we are able to align with the Office of Personnel Management (the
“OPM?”) on and establish processes for supporting the submission of these claims, and we may be unable to do so.

On January 5, 2022, the U.S. District Court for the Northern District of California consolidated three purported securities class actions brought against
the Company (the “Securities Class Action”). While the lead plaintiffs have not yet filed a consolidated amended complaint, the complaints of the
individual lawsuits filed prior to the consolidation generally alleged that certain of the Company’s disclosures about its business, operations and
prospects, including reimbursements from third-party payors, violated federal securities laws. On December 3, 2021, a putative stockholder filed a
derivative complaint purportedly on the Company’s behalf against members of the Company’s Board of Directors and the Company as nominal
defendant (the “Derivative Action”), alleging (among other things) that the defendants breached their fiduciary duties by allegedly failing to implement
and maintain an effective system of internal controls related to the Company’s financial reporting, public disclosures and compliance with laws, rules
and regulations governing the business. See Note 6 of the Notes to Consolidated Financial Statements included in this Annual Report on Form 10-K for
more information.

As a result of the uncertainty created by the DOJ investigation and the claims audits, we took certain actions, including, but not limited to:

. We suspended our practice of granting equity awards, except for new restricted stock unit grants that we have the option to settle in cash at
the time of vesting, suspended our 2020 Employee Stock Purchase Plan (“ESPP”’) and deferred the settlement of outstanding restricted
stock units (“RSUs”), in each case effective as of November 9, 2021 (collectively, the “employee equity actions”).

5
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. Our Board of Directors suspended the non-employee director compensation program with respect to the option awards that would
otherwise have been awarded to non-employee directors automatically on the date of our annual meeting of stockholders held on
November 9, 2021.

. On December 7, 2021, we announced a plan to reduce our employee workforce to streamline our organization in response to declines in
customer orders since we announced the investigation of the Company by the DOJ. We substantially completed the employee workforce
reduction during the fourth quarter of 2021, resulting in a reduction of approximately 27% of our employee workforce, or approximately
90 people.

As aresult of the DOJ investigation and the various claims audits, we were not able to timely file our Quarterly Report on Form 10-Q for the three
months ended September 30, 2021 (our “Q3 10-Q”) or this Annual Report on Form 10-K for the year ended December 31, 2021. On

November 16, 2021, we filed a Form 12b-25 notifying the SEC that we would be unable to timely file our Q3 10-Q. On November 18, 2021, we were
notified by the Nasdaq Stock Market LLC (“Nasdaq”) that we were not in compliance with Nasdaq Listing Rule 5250(c)(1) for continued listing as a
result of the delay in filing our Q3 10-Q with the SEC. In accordance with Nasdaq Listing Rules, we submitted a plan to regain compliance. Nasdaq
granted us an exception of up to 180 calendar days from the Q3 10-Q original filing due date, or until May 16, 2022, to regain compliance. On

March 2, 2022, we filed a Form 12b-25 notifying the SEC that we would be unable to timely file this Annual Report on Form 10-K for the year ended
December 31, 2021. On March 4, 2022, we were notified again by Nasdaq that we were not in compliance with Nasdaq Listing Rule 5250(c)(1) for
continued listing as a result of the delay in filing this Annual Report on Form 10-K. As a result, we submitted to Nasdaq an update to our original plan to
regain compliance. Nasdaq’s notification dated March 4, 2022 indicated that any additional exception to allow us to regain compliance with all untimely
filings will be limited to a maximum of 180 calendar days from the due date of our Q3 10-Q, or May 16, 2022.

On May 11, 2022, we filed a Form 12b-25 notifying the SEC that we would be unable to timely file our Quarterly Report on Form 10-Q for the three
months ended March 31, 2022 (our “Q1 2022 10-Q”). On May 12, 2022, we received a letter from Nasdaq notifying us that because we remain
delinquent in filing our Q3 10-Q and Annual Report on Form 10-K, and, in addition, because we are delinquent in filing our Q1 2022 10-Q, we had not
regained compliance and will not meet the terms of the exception. The letter indicated that our securities would be subject to delisting on May 23, 2022
as a result of our non-compliance, unless on or before May 19, 2022 we request a hearing before the Nasdaq Hearings Panel and request an extended
stay of suspension or delisting. We intend to timely request a hearing before the Nasdaq Hearings Panel, at which hearing we will present our plan to
regain compliance and request the continued listing of our securities on Nasdaq pending our return to compliance. Such request would automatically
stay any suspension or delisting action by Nasdaq for a period of 15 days from the date of our request. The stay could be extended at the option of the
Nasdaq Hearings Panel upon our request and support of such extension, and we intend to ask the Nasdaq Hearings Panel for a further stay concurrent
with our request for a hearing and pending the ultimate conclusion of the hearing process.

COVID-19

We believe the COVID-19 pandemic has accelerated the pace of consumer awareness of our vertically integrated telecare model and has facilitated
customer adoption of the same. Shelter-in-place restrictions and increased reluctance of consumers to conduct in-person activities, particularly among
older individuals that comprise a majority of the population needing hearing aids, has resulted in increased knowledge of our business and sales. We
cannot be sure this trend will continue as the pandemic-related restrictions lessen and to the extent that customer preferences revert to pre-COVID-19
behaviors.

Because we were deemed to have an essential workforce under the relevant California COVID-19 measures, we were never required to close our
facilities and we remained open throughout the COVID-19 pandemic. However, in consideration of our employees, we permitted remote work or hybrid
arrangements, where feasible.
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For a discussion of the impact of COVID-19 on our supply chain and component and materials sourcing activities, please see “—Manufacturing.”

Seasonality

In the past we experienced seasonality in our business, with higher sales volumes in quarters when we launched new products and in the fourth calendar
quarter as a result of holiday promotional activity; however, in part due to COVID-19 as well as a decline in gross systems shipped following
announcement of the DOJ investigation and our related decision to stop accepting insurance benefits as a method of direct payment (as further discussed
in “—DOJ investigation and settlement and claims audits”), seasonal factors did not have a material impact on our results of operations for the year
ended December 31, 2021.

Research and development

We are committed to ongoing research and development. Since 2017, we have launched six generations of our hearing aids (four of which we are
currently marketing and selling), each adding performance and technical enhancements at different price points.

We are focused on continuing to launch new versions of the Eargo hearing aid with increased functionality and improved sound quality, amplification,
noise reduction, fit, comfort, water resistance and ease-of-use, as well as reduced cost of goods and better connectivity. Our development priorities also
include expanding and refining our refurbishment capabilities. We believe that the continued introduction of new products is critical to maintaining
existing customers, attracting new customers, achieving market acceptance of our products and maintaining or increasing our competitive position in the
market.

Manufacturing

The Eargo Max and Eargo Neo HiFi hearing aid systems are currently assembled by Hana Microelectronics Group (“Hana”), a contract manufacturer
based in Thailand. A second manufacturer, Pegatron Corporation (“Pegatron”), headquartered in Taiwan and with manufacturing facilities in Suzhou,
China, manufactures the Eargo 5 and Eargo 6 hearing aid systems. We rely on several third-party suppliers for the components used in our hearing aids,
including semiconductor components, such as integrated circuits, as well as batteries, microphones and receivers.

We believe that these third-party facilities and suppliers will be adequate to meet our current and anticipated manufacturing needs. We do not currently
plan to manufacture our hearing aids or any related components ourselves.

Manufacturing facilities that produce medical devices and/or their component parts intended for distribution world-wide are subject to regulation and
periodic unannounced inspection by the FDA and other domestic and international regulatory agencies. In the United States, any products we sell are
required to be manufactured in compliance with the FDA’s Quality System Regulation, which covers the methods used in, and the facilities used for, the
design, testing, control, manufacturing, labeling, quality assurance, packaging, storage and shipping of our products.

The distribution of our hearing aids is handled directly through a third-party logistics provider. Our finished hearing aids are shipped from Hana and
Pegatron to the third-party logistics provider’s facility and are distributed from there to customers.

While we have not been directly impacted by any major disruption to our supply chain or access to necessary raw materials and component parts for the
manufacture of our products to date that have impacted our ability to service customers, disruptions have occurred across a number of industries and we
cannot provide any assurance that future disruptions will not emerge as a result of the ongoing supply chain issues, inflation, the COVID-19 pandemic
or other extrinsic factors. To date, increases in our product component pricing have occurred but have not had a material impact on supply continuity or
gross margin. We have taken steps to monitor our supply chain and actions to address limited supply and increasing lead times, including outreach to
critical suppliers and spot market purchases. For more information, please see the risks described under the caption “We rely on the timely supply of
high-quality components, parts and finished products, and our business could suffer if suppliers or manufacturers are unable to procure raw materials or
other components of an acceptable quality (or at all) or
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otherwise fail to meet their delivery obligations, raise prices or cease to supply us with components, parts or products of acceptable quality” in the “Risk
Factors” section of this Annual Report on 10-K. For more information regarding the impacts of COVID-19, please see “—COVID-19.”

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 December 31, 2021, we had 24 issued U.S. patents, 22 patents outside the United States, 7 pending U.S. patent
applications and 9 pending foreign patent applications. Our patents include utility patents covering technology ranging from remote control of our
hearing aids to design patents covering the housing and securing mechanisms for our hearing aids. We have foreign patents in the EU, Australia,
Canada, China, Germany, Japan, Singapore and South Korea. We own all of our patents and do not rely on any licenses to utilize the technology covered
by these patents. The earliest of our patents is expected to expire in 2025. An issued U.S. patent with claims generally directed to an open ear canal
hearing aid comprised of certain electronics and securing portions and an issued U.S. patent with claims generally directed to an adjustable securing
mechanism for a space access device are each expected to expire in 2030.

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. Third parties may challenge certain patents issued to us as invalid, may independently develop similar or competing
technologies or may design around any of our patents. We cannot be certain that any of the steps we have taken will prevent the misappropriation of our
intellectual property, particularly in foreign countries where the laws may not protect our proprietary rights in these countries as fully as in the United
States.

There is no active patent litigation involving us and we have not received any notices of patent infringement involving any of our products.

As of December 31, 2021, we had 34 trademark registrations and 10 pending trademark applications worldwide.

Competition

We compete in the hearing aid market against manufacturers, clinics and retailers of hearing aids, other direct-to-consumer providers of hearing aids
and, to a lesser extent, providers of personal sound amplification products (“PSAPs”). We believe that the primary competitive factors in the market are:

. product quality and performance, including but not limited to, the size, sound quality, comfort, whether the batteries are rechargeable,
reliability and connectivity of the hearing aid;

. customer purchasing experience;

. visibility of hearing aid;

. pricing, including access to insurance benefits;

. product support and service;

. effective marketing and education;

. technological innovation, product enhancements and speed of innovation; and
. sales and distribution capabilities.

After a period of industry consolidation, five manufacturers control a vast majority of the global hearing aid industry today. These manufacturers are GN
Store Nord, Sonova, Starkey, William Demant and WS Audiology, all of which have established products and substantially greater financial, sales and
marketing, manufacturing and development resources than we possess. In addition to these manufacturers, we also compete against hearing clinics and
retailers, such as Costco. Costco sells its Kirkland Signature label behind-the-ear hearing aids in store and also sells behind-the-ear, in-the-ear and
in-the-canal hearing aids under the Philips, Phonak, ReSound and Rexton
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brands, each at various price points. We also compete against other direct-to-consumer hearing aid providers such as Audicus and Lively (which was
recently acquired by GN Store Nord), which, similar to our business model, allow consumers to purchase hearing aids without visiting a clinic and
provide remote support for their products.

Our competitors may be able to respond more quickly and effectively than we can to new or changing opportunities, technologies, standards or customer
requirements, including with respect to changes to the industry landscape potentially arising as a result of the FDA’s Proposed Rule creating an OTC
category of hearing aids (see “Government Regulation—Regulation by the FDA—Proposed Rule for OTC category for hearing aids” for more
information). Creation of a new category of OTC hearing aids by the FDA could materially alter the competitive environment for hearing loss treatment.
The FDA and the Biden administration have stated that the intention of the Proposed Rule to establish OTC hearing aids is to reduce barriers to access,
foster innovation in hearing aid technology, and promote the wide availability of low-cost hearing aids. We expect the removal of regulatory barriers to
entry will facilitate the introduction of new and varied product designs by incumbent and new competitors.

Considering the resources and advantages that our competitors maintain, even if our technology and consumer-first business model and distribution
strategy are more effective than the technology and distribution strategy of our competitors, current or potential customers might accept competitor
products in lieu of purchasing our products. We anticipate that we will face increased competition in the future, and may also experience intensifying
pricing pressures, as existing companies and competitors develop new or improved products and distribution strategies and as new companies enter the
market with new technologies and distribution strategies (possibly with increased frequency if and when the FDA finalizes its Proposed Rule, discussed
above). We may not be able to compete effectively against these organizations. Our ability to compete successfully and to increase our market share is
dependent upon our approach to addressing unmet needs in the hearing aid industry. Increased competition in the future could adversely affect our
revenue, revenue growth rate, if any, margins and market share.

Government regulation

We operate in a complex regulatory environment with an extensive and evolving set of federal, state and local governmental laws, regulations, and other
requirements. These laws, regulations and other requirements are promulgated and overseen by a number of different legislative, regulatory,
administrative and quasi-regulatory bodies, each of which may have varying interpretations, judgments or related guidance. For example, our products
and operations are subject to extensive and rigorous regulation by the U.S. Food and Drug Administration (the “FDA”), which regulates, among other
things, the research, development, testing, design, manufacturing, approval, labeling, storage, recordkeeping, advertising, promotion and marketing,
distribution, post approval monitoring and reporting and import and export of medical devices in the United States to assure the safety and effectiveness
of medical products for their intended use. The U.S. Federal Trade Commission (the “FTC”) also regulates the advertising of our products in the United
States. Further, we are subject to laws directed at preventing fraud and abuse, which subject our sales and marketing, training, and other practices to
government scrutiny.

As such, we utilize considerable resources on an ongoing basis to monitor, assess and respond to applicable legislative, regulatory, and administrative
requirements, but there is no guarantee that we will be successful in our efforts to adhere to all of these requirements. Additional discussion on certain of
these laws, regulations and other requirements is set forth below in this section.

If any of our personnel, representatives or operations are alleged to have violated these or other laws, regulations or requirements, we could suffer severe
consequences, including material harm to our reputation, that could have a material adverse effect on our business, results of operations, financial
condition and cash flows, among other things.

We expect that our industry will continue to be subject to extensive and complex regulation, the scope and effect of which are difficult to predict. For
additional detail on risks related to each of the foregoing, see the Risk Factors titled, “Changes in the regulatory landscape for hearing aid devices could
render our direct-to-consumer business model contrary to applicable regulatory requirements, and we may be required to seek additional
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clearance or approval for our products,” “Our hearing aids are subject to extensive government regulation at the federal and state level, and our failure to
comply with applicable requirements could harm our business,” and “If we fail to comply with U.S. or foreign federal and state healthcare regulatory
laws, we could be subject to penalties, including, but not limited to, administrative, civil and criminal penalties, damages, fines, disgorgement, exclusion
from participation in governmental healthcare programs and the curtailment of our operations, any of which could adversely impact our reputation and
business operations.”

Regulation by the FDA

The FDA classifies hearing aids, including in-the-canal hearing aids such as our products, as medical devices. In the United States, the Federal Food,
Drug, and Cosmetic Act (the “FDCA”), as well as FDA regulations and other federal and state statutes and regulations, govern, among other things,
medical device design and development, preclinical and clinical testing, device safety, premarket clearance and approval, establishment registration and
device listing, manufacturing, labeling, storage, record-keeping, advertising and promotion, sales and distribution, export and import, recalls and field
safety corrective actions, and post-market surveillance, including complaint handling and medical device reporting of adverse events. Failure to comply
with applicable requirements may subject a company to a variety of administrative or judicial sanctions, such as warning or untitled letters, product
recalls, product seizures, total or partial suspension of production or distribution, injunctions, fines, civil penalties and criminal prosecution. The FDA
can also refuse to approve or clear pending product applications.

The FDA classifies medical devices into three classes (Class I, II or III) based on the degree of risk associated with a device and the level of regulatory
control deemed necessary to ensure its safety and effectiveness. Class I devices 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 FDA’s current good manufacturing practices for devices, as
reflected in the Quality System Regulation (“QSR?”), establishment registration and device listing, reporting of adverse events, and truthful,
non-misleading labeling, advertising and promotional materials. Some Class I devices also require premarket clearance by the FDA through the
premarket notification process set forth in Section 510(k) of the FDCA. Class II devices are subject to the FDA’s general controls and any other special
controls deemed necessary by the FDA to ensure the safety and effectiveness of the device, such as performance standards, product-specific guidance
documents, special labeling requirements, patient registries and/or post-market surveillance. Most Class II devices must also comply with the FDA’s
Section 510(k) premarket notification requirements. Class III devices are those that support or sustain human life, are of substantial importance in
preventing impairment of human health, or which present a potential, unreasonable risk of illness or injury. Due to the level of risk associated with
Class III devices, general and special controls alone are insufficient to assure their safety and effectiveness. Devices placed in Class III generally require
the submission of a premarket approval (“PMA”) application demonstrating the safety and effectiveness of the device, which must be approved by the
FDA prior to marketing, or the receipt of a 510(k) de novo classification, which provides for the reclassification of the device into Class I or II. The
PMA approval process is more stringent, time-consuming and expensive than the 510(k) clearance process; however, the 510(k) clearance process has
also become increasingly stringent and expensive.

We currently market our products pursuant to the FDA regulatory framework for air-conduction hearing aids and wireless air-conduction hearing aids,
which are classified as Class I and Class II devices, respectively, and are exempt from 510(k) clearance requirements. While applicable FDA regulations
establish certain “conditions for sale” of all hearing aids, including that prospective hearing aid users must have a medical evaluation by a licensed
physician within the six months prior to the hearing aid dispensation or sign a waiver of medical evaluation, the FDA has stated that it does not intend to
enforce these medical evaluation and waiver requirements prior to the dispensing of Class I air-conduction and Class II wireless air-conduction hearing
aids to individuals 18 years of age and older. Accordingly, while we are required to comply with other FDA requirements, our products are currently not
reviewed by the FDA.

10
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In May 2018, the FDA granted a de novo classification request from Bose for a direct-to-consumer “self-fitting air-conduction hearing aid,” which is
classified in Class II and subject to 510(k) premarket review. Although our devices are not currently registered or marketed as “self-fitting” hearing aids,
and we expect our products to continue to be regulated as Class I or Class II exempt devices, we may in the future seek clearance for one or more of our
products as a “self-fitting air-conduction hearing aid,” or the FDA may require us to do so, subjecting such device or devices to 510(k) premarket
review.

Proposed Rule for OTC category of hearing aids

The FDA Reauthorization Act of 2017 (“FDARA?”) created a new category of over-the-counter (“OTC”) hearing aids that are intended to be available
without supervision, prescription, or other order, involvement or intervention of a licensed practitioner. The language in FDARA is not self-
implementing, which means that the OTC hearing aid category does not exist until there is effective regulation. On October 20, 2021, the FDA
published a notice of proposed rulemaking to establish new regulatory categories for OTC and prescription hearing aids, among other things (the
“Proposed Rule”). Under FDARA, the OTC hearing aid controls that are the subject of the rulemaking, if finalized, would preempt any state or local
requirement specifically related to hearing products that would restrict or interfere with commercial activity involving OTC hearing aids. The comment
period on the Proposed Rule, in which we participated in support of the Proposed Rule, ended on January 18, 2022, after which the FDA will review the
comments. It is not clear whether the FDA will publish a final rule (the “Final Rule”), and whether the Final Rule will differ significantly from the
Proposed Rule. However, if the FDA publishes a Final Rule, it would become effective 60 days after publication.

Under the Proposed Rule, devices that require 510(k) clearance to be compliant with the rule requirements would need to be cleared by the effective date
of the Final Rule in order to continue to be marketed. For all other currently marketed devices, the proposed compliance date is 180 days after the
effective date of the Final Rule (240 days after the publication of the Final Rule).

We market the Eargo hearing aid systems as Class I or Class II air-conduction hearing aids under existing regulations at 21 CFR 874.330 and 874.3305,
both of which are exempt from 510(k) premarket review. Our hearing aids may be marketed under the current FDA framework during the FDA’s
rulemaking proceeding. However, we cannot know to what extent the Final Rule may differ from the Proposed Rule. Once the FDA issues a Final Rule,
we will assess the Final Rule and intend to take steps as appropriate to ensure that our devices and processes come into compliance with any new
applicable requirements in order to market our products in the future.

510(k) clearance

If not exempted from the FDA’s 510(k) notification requirement, to obtain 510(k) clearance for a medical device, an applicant must submit a premarket
notification to the FDA demonstrating that the device is “substantially equivalent” to a legally marketed device, commonly known as the “predicate
device.” A legally marketed predicate device may include a device that was legally marketed in the United States prior to May 28, 1976 for which a
PMA is not required (commonly known as a “pre-amendments device” based on the date the Medical Device Amendments of 1976 were enacted), a
device which the FDA has reclassified from Class 111 to Class II or I, or a device which has been found substantially equivalent to such a device through
the 510(k) process. A device is considered to be substantially equivalent if, with respect to the predicate device, it has the same intended use and has
either (i) the same technological characteristics, or (ii) different technological characteristics, but the information provided in the 510(k) submission
demonstrates that the device does not raise new questions of safety and effectiveness and is at least as safe and effective as the predicate device. A
showing of substantial equivalence may sometimes, but not always, require clinical data. Before the FDA will accept a 510(k) submission for
substantive review, the FDA will first assess whether the submission satisfies a minimum threshold of acceptability. If the FDA determines that the
510(k) submission is incomplete, the FDA will issue a “Refuse to Accept” letter which generally outlines the information the FDA believes is necessary
to permit a
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substantive review and to reach a determination regarding substantial equivalence. An applicant must submit the requested information before the FDA
will proceed with additional review of the submission. Once a 510(k) submission is accepted for review, the FDA has 90 days to review and issue a
determination. As a practical matter, clearance often takes longer. The FDA may request additional information, including clinical data, to make a
determination regarding substantial equivalence, which may significantly prolong the review process. The review period is suspended during the time
the additional information request is pending. Unless a specific exemption applies, 510(k) premarket notification submissions are subject to user fees.

Medical devices can be marketed only for the indications for which they are cleared or approved. After a device has received 510(k) clearance for a
specific intended use, any change or modification that significantly affects its safety or effectiveness, such as a significant change in the design,
materials or method of manufacture, or that would constitute a new or major change in intended use, may require a new 510(k) clearance or PMA
approval and payment of an additional FDA user fee. The determination as to whether or not a modification constitutes such a change is initially left to
the manufacturer using available FDA guidance; however, the FDA may review this determination to evaluate the regulatory status of the modified
product at any time and may require the manufacturer to cease marketing and recall the modified device until new 510(k) clearance or PMA approval is
obtained. The manufacturer may also be subject to significant regulatory fines or penalties.

Clinical trials

Clinical trials are sometimes required for 510(k) clearance. Such trials generally require submission of an investigational device exemption (“IDE”)
application to the FDA for a specified number of patients and study sites, unless the product is deemed to be a non-significant risk device which may be
subject to more abbreviated IDE requirements. If an IDE is required, the FDA and the appropriate institutional review boards (“IRBs”) at the clinical
sites must approve the study before clinical trials may begin. Clinical trials are subject to extensive monitoring, record keeping and reporting
requirements. Clinical trials must be conducted under the oversight of IRBs for the relevant clinical trial sites and must comply with FDA regulations,
including but not limited to those relating to good clinical practices (“GCPs”), which include the requirement that all research subjects provide their
informed consent for participation in each clinical study. The clinical trial sponsor, the FDA or the IRB could suspend or terminate a clinical trial at any
time for various reasons, including a belief that the subjects are being exposed to an unacceptable health risk. Even if a trial is completed, the results of
clinical testing may not adequately demonstrate the safety and effectiveness of the device or may otherwise not be sufficient to obtain FDA clearance to
market the product.

Labeling and sale

All hearing aids commercially distributed in the United States must comply with specific FDA labeling requirements. These requirements address the
labeling of the device itself as well as the User Instructional Brochure that must be provided to all potential hearing aid recipients. Hearing aids must be
clearly and permanently marked with, among other things, the name of the device manufacturer, the model name or number, and the year of
manufacture. In addition, the User Instructional Brochure must contain, among other things, specific instructions for the use of, maintenance and care of,
and replacement or recharging of the batteries of the hearing instrument, information regarding known side effects that may warrant a physician
consultation, a warning statement specified in FDA regulations, and technical data useful in selecting and fitting a hearing instrument and checking its
performance.

In addition, FDA regulations require that the marketing of hearing aids comply with certain “conditions for sale,” including, among other things, the
requirement that prospective hearing aid users must undergo a medical evaluation (or provide a signed waiver) before a hearing aid may be dispensed,
along with certain recordkeeping requirements. In 2016, the FDA issued a guidance document stating that it did not intend to enforce the medical
evaluation, waiver, or recordkeeping requirements prior to the dispensing of Class I air-conduction and Class II wireless air-conduction hearing aids to
individuals 18 years of age and older. In addition, if the Proposed Rule is
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finalized as written, we expect that hearing aids marketed as OTC under the new framework must comply with specified labeling requirements and
applicable conditions for sale.

Quality System Regulation

The hearing aids that we commercially distribute in the United States are subject to pervasive and continuing regulation by the FDA and certain state
agencies. This includes product listing and establishment registration requirements, which facilitate FDA inspections and other regulatory actions. We
are required to adhere to applicable current good manufacturing practice (“cGMP”) requirements, as set forth in the QSR, which require manufacturers,
including third-party manufacturers, to follow stringent design, testing, control, documentation and other quality assurance procedures during all phases
of the design and manufacturing process. We are also required to verify that our suppliers maintain facilities, procedures and operations that comply
with applicable quality and regulatory requirements. The FDA enforces the QSR through periodic announced or unannounced inspections of medical
device manufacturing facilities, which may include the facilities of contractors. FDA regulations also require investigation and correction of any
deviations from the QSR and impose reporting and documentation requirements upon us and our third-party manufacturers. Noncompliance with these
regulations can result in, among other things, fines, injunctions, civil penalties, recalls or seizures of products, total or partial suspension of production,
FDA refusal to grant 510(k) clearance or PMA approval to new devices, withdrawal of existing clearances or approvals, and criminal prosecution.

Post-market surveillance

We must also comply with post-market surveillance regulations, including medical device reporting, or MDR, requirements which require that we
review and report to the FDA any incident in which our products may have caused or contributed to a death or serious injury, and any incident in which
our product has malfunctioned if that malfunction would likely cause or contribute to a death or serious injury if it were to recur. We must also comply
with medical device correction and removal reporting regulations, which require manufacturers to report to the FDA corrections and 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. Although we may
undertake recall actions voluntarily, we must submit detailed information on any recall action to the FDA, and the FDA can order a medical device
recall in certain circumstances.

In addition to post-market quality and safety actions, labeling and promotional activities are subject to scrutiny by the FDA and, in certain
circumstances, by the FTC. Medical devices approved or cleared by the FDA may not be promoted for unapproved or uncleared uses, otherwise known
as “oft-label” promotion. The FDA and other agencies actively enforce the laws and regulations prohibiting the promotion of off-label uses, and a
company that is found to have improperly promoted off-label uses may be subject to significant liability, including substantial monetary penalties and
criminal prosecution.

Failure to comply with applicable regulatory requirements, including delays in or failures to report incidents to the FDA as required under the MDR
regulations, can result in enforcement action by the FDA, which can include any of the following sanctions:

. warning letters, untitled letters, fines, injunctions, consent decrees and civil penalties;

. customer notifications or repair, replacement, refund, recall, administrative detention or seizure of our products;
. operating restrictions or partial suspension or total shutdown of production;

. FDA refusals or delays on requests for 510(k) clearance or PMA approval of new or modified products;

. withdrawal of 510(k) clearances or PMA approvals that have already been granted;
13
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. refusal to grant export approval for products; or

. civil penalties or criminal prosecution.

Other healthcare laws and regulations

The healthcare industry is also subject to federal and state fraud and abuse laws, including anti-kickback, self-referral, false claims and physician
payment transparency laws, as well as patient data privacy and security and consumer protection and unfair competition laws and regulations. Our
operations are also subject to certain state and local hearing care laws, including those applicable to the licensure and registration of audiologists and
other individuals that dispense hearing aids, sales and marketing practices, interactions with consumers, consumer incentive and other promotional
programs, and state corporate practice and fee-splitting prohibitions.

Fraud and abuse laws

In addition to the FDA, other broadly applicable federal and state healthcare laws and regulations apply to our operations and business practices. These
laws may constrain the business or financial arrangements and relationships through which we conduct our operations, including our direct-to-consumer
activities and sales and marketing practices as well as other business practices. Additionally, we are subject to numerous federal healthcare anti-fraud
laws, including the federal Anti-Kickback Statute, the Physician Self-Referral Law and the False Claims Act, that are intended to reduce fraud, waste
and abuse in the healthcare industry, and analogous state laws that may apply to healthcare items and services paid by all payors, including self-pay
patients and private insurers. These laws are broad and subject to evolving interpretations. They prohibit many arrangements and practices that are
lawful in industries other than healthcare, including pricing, sales and marketing activities, sales commissions, customer incentive and other promotional
programs, and the provision of gifts and business courtesies. We must operate our business within the requirements of these laws. Violations of any of
these health regulatory laws may result in potentially significant penalties, including criminal and civil and administrative penalties, damages, fines,
disgorgement, imprisonment, exclusion from participation in government healthcare programs, contractual damages, reputational harm, administrative
burdens, diminished profits and future earnings, and the curtailment or restructuring of our operations.

In addition, the U.S. Physician Payments Sunshine Act requires manufacturers to report to the Department of Health and Human Services (“HHS”)
detailed information about financial arrangements with physicians and teaching hospitals and, with reporting requirements going into effect in 2022 for
payments made in 2021, financial arrangements with physician assistants, nurse practitioners, and other mid-level practitioners. These reporting
provisions preempt state laws that require reporting of the same information, but not those that require reports of different or additional information.
Failure to comply subjects manufacturers to significant civil monetary penalties.

State licensing, corporate practice and fee-splitting prohibitions

Regulation of the hearing aid industry exists in every state. These laws and regulations are primarily concerned with the licensure and registration of
audiologists and other individuals and companies that dispense hearing aids, including procedures involving the fitting and dispensing of hearing aids. In
addition, most states require warranty and return policies for consumers allowing for the return of product, and restrict hearing aid advertising and
marketing practices. These state laws are subject to change, and states may impose more stringent requirements for dispensers of hearing aids. The
FDCA preempts state laws relating to the safety and efficacy of medical devices and state laws that are different from or in addition to federal
requirements. Although courts in certain jurisdictions have held that certain state laws relating to the fitting and dispensing of hearing aids are
preempted because they relate to the safety and efficacy of medical devices, interpretative legal precedent and regulatory guidance varies by jurisdiction
and is often sparse and not fully developed, including which laws and regulations are subject to the federal preemption relating to safety and efficacy of
medical devices, complicating
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our compliance efforts. Other courts could conclude that similar or identical state laws are not preempted. A determination that we are in violation of
applicable laws and regulations in any jurisdiction in which we operate could have a material adverse effect on us, particularly if we are unable to
restructure our operations and arrangements to comply with the requirements of that jurisdiction, if we are required to restructure our operations and
arrangements at a significant cost, or if we are subject to penalties or other adverse action. Additionally, applicable federal laws and regulations continue
to evolve. The FDA is currently engaged in a rulemaking process to publish a final regulation regarding OTC hearing aids. If the Proposed Rule is
finalized as currently drafted, any state or local requirement specifically related to hearing products that would restrict or interfere with commercial
activity involving OTC hearing aids would be preempted.

Our arrangements with hearing professionals may implicate certain state laws, commonly referred to as the corporate practice of learned professions,
including audiology, and fee-splitting laws, which are intended to prevent unlicensed persons from interfering with or influencing the audiologist’s or
other hearing care specialist’s professional judgment. These laws vary from state to state, including those where we do business, and are subject to broad
interpretation and enforcement by state regulators. In the event that regulatory authorities or other third parties were to challenge these arrangements, we
could be subject to adverse judicial or administrative interpretations, to civil or criminal penalties, our contracts could be found legally invalid and
unenforceable or we could be required to restructure our arrangements with our audiologists and other licensed professionals. Audiologists and certain
other hearing care specialists are required to maintain valid state licenses to practice and must comply with numerous state and local licensing laws and
regulations, and each state defines the scope of practice for audiologists and other hearing care specialists through legislation and their respective state
regulatory agencies and boards. Activities that qualify as professional misconduct under state law may subject our personnel to sanctions or may even
result in loss of their licensure and could, possibly, subject us to sanctions as well.

Privacy and security

The Health Insurance Portability and Accountability Act of 1996 and its implementing privacy and security regulations, as amended by the Health
Information Technology for Economic and Clinical Health Act (“HITECH”) (collectively referred to as “HIPAA”™), imposes privacy, security and breach
reporting obligations with respect to individually identifiable health information upon “covered entities” (health care providers, health plans and health
care clearinghouses), and their respective business associates, individuals or entities that create, receive, maintain or transmit protected health
information in connection with providing a service for or on behalf of a covered entity. HITECH increased the civil and criminal penalties that may be
imposed against covered entities and business associates and gave state attorneys general new authority to file civil actions for damages or injunctions in
federal courts to enforce HIPAA and seek attorneys’ fees and costs associated with pursuing federal civil actions. Additionally, HIPAA mandates the
reporting of certain breaches of health information to the HHS, affected individuals and, if the breach is large enough, the media.

Even when HIPAA does not apply, according to the FTC, failing to take appropriate steps to keep consumers’ personal information secure constitutes
unfair acts or practices in or affecting commerce in violation of Section 5(a) of the Federal Trade Commission Act. The FTC expects a company’s data
security measures to be reasonable and appropriate in light of the sensitivity and volume of consumer information it holds, the size and complexity of its
business, and the cost of available tools to improve security and reduce vulnerabilities. Individually identifiable health information is considered
sensitive data that merits stronger safeguards.

In addition, certain state and non-U.S. laws, such as the General Data Protection Regulation (the “GDPR”) govern the privacy and security of health
information in certain circumstances, some of which are more stringent than HIPAA and many of which differ from each other in significant ways and
may not have the same effect, thus complicating compliance efforts. Failure to comply with these laws, where applicable, can result in the imposition of
significant civil and/or criminal penalties and private litigation. For example, California enacted the California Consumer Privacy Act (the “CCPA”),
which took effect on January 1, 2020. The CCPA, among
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other things, creates new data privacy obligations for covered companies and provides new privacy rights to California residents, including the right to
opt out of certain disclosures of their information. The CCPA also creates a private right of action with statutory damages for certain data breaches,
thereby potentially increasing risks associated with a data breach. Although the law includes limited exceptions, including for “protected health
information” maintained by a covered entity or business associate, it may regulate or impact our processing of personal information depending on the
context. Further, the California Privacy Rights Act (the “CPRA”) passed in California. The CPRA will impose additional data protection obligations on
covered businesses, including additional consumer rights processes, limitations on data uses, new audit requirements for higher risk data, and opt outs
for certain uses of sensitive data. It will also create a new California data protection agency authorized to issue substantive regulations and could result
in increased privacy and information security enforcement. The majority of the provisions will go into effect on January 1, 2023, and additional
compliance investment and potential business process changes may be required. Similar laws have passed in Virginia, Colorado and Utah, and have
been proposed in other states and at the federal level, reflecting a trend toward more stringent privacy legislation in the United States. The enactment of
such laws could have potentially conflicting requirements that would make compliance challenging. In the event that we are subject to or affected by
HIPAA, the CCPA, the CPRA or other domestic privacy and data protection laws, any liability from failure to comply with the requirements of these
laws could adversely affect our financial condition. We may need to invest substantial resources in putting in place policies and procedures to comply
with these evolving state laws.

We are subject to the GDPR in Europe, which went into effect in May 2018 and imposes strict requirements for processing the personal data of
individuals within the European Union (the “EU”) and the European Economic Area (the “EEA”). Companies that must comply with the GDPR face
increased compliance obligations and risk, including more robust regulatory enforcement of data protection requirements and potential fines for
noncompliance of up to €20 million or 4% of the annual global revenues of the noncompliant company, whichever is greater. Among other
requirements, the GDPR regulates transfers of personal data subject to the GDPR to third countries that have not been found to provide adequate
protection to such personal data, including the United States, and the efficacy and longevity of current transfer mechanisms between the EU and the
United States remains uncertain. For example, in 2016, the EU and United States agreed to a transfer framework for data transferred from the EU to the
United States, called the Privacy Shield, but the Privacy Shield was invalidated in July 2020 by the Court of Justice of the European Union. Further, as
of January 1, 2021, impacted companies have to comply with the GDPR and the United Kingdom GDPR (“UK GDPR”), which, together with the
amended UK Data Protection Act 2018, retains the GDPR in UK national law. The UK GDPR mirrors the fines under the GDPR, i.e., fines up to the
greater of €20 million (£17.5 million) or 4% of global turnover. While we continue to address the implications of the recent changes to European data
privacy regulations, data privacy remains an evolving landscape at both the domestic and international level, with new regulations coming into effect
and continued legal challenges, and our efforts to comply with the evolving data protection rules may be unsuccessful. It is possible that these laws may
be interpreted and applied in a manner that is inconsistent with our practices. Accordingly, we must devote significant resources to understanding and
complying with this changing landscape.

Foreign Corrupt Practices Act

The U.S. Foreign Corrupt Practices Act of 1977, as amended (the “FCPA”), prohibits U.S. businesses and their representatives from offering to pay,
paying, promising to pay or authorizing the payment of money or anything of value to a foreign official in order to influence any act or decision of the
foreign official in his or her official capacity or to secure any other improper advantage in order to obtain or retain business. The FCPA also obligates
companies whose securities are listed in the United States, like us, to comply with accounting provisions that require us to maintain books and records
that, in reasonable detail, accurately and fairly reflect the transactions and dispositions of the assets of the corporation, including international
subsidiaries, if any, and to devise and maintain a system of internal accounting controls sufficient to provide reasonable assurances regarding the
reliability of financial reporting and the preparation of financial statements. The scope of the FCPA includes interactions with certain healthcare
professionals in many countries.
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International laws

Globally, other countries have enacted anti-bribery laws and/or regulations similar to the FCPA. Violations of any of these anti-bribery laws, or
allegations of such violations, could have a negative impact on our business, results of operations and reputation.

Additionally, as described above, there are also international privacy laws that impose restrictions on the access, use, and disclosure of health
information and, as in the United States, there are significant and complex laws and regulations pertaining to our products and business model. To the
extent we expand internationally, we will need to expend time and resources evaluating and complying with any such laws and regulations. For more
information, see the Risk Factors titled, “Any future international expansion will subject us to additional costs and risks that may have a material
adverse effect on our business, financial condition and results of operations” and “We operate in a regulated industry and changes in the regulations or
the implementation of existing regulations could affect our operations and prospects for future growth.”

Environmental matters

Our operations, properties and products are subject to a variety of U.S. and foreign environmental laws and regulations governing, among other things,
air emissions, wastewater discharges, management and disposal of hazardous and non-hazardous materials and waste and remediation of releases of
hazardous materials. We believe that we are in material compliance with environmental laws and regulations applicable to us. However, our failure to
comply with present and future requirements under these laws and regulations, or environmental contamination or releases of hazardous materials on
our leased premises, as well as through disposal of our products, could cause us to incur substantial costs, including clean-up costs, personal injury and
property damage claims, fines and penalties, costs to redesign our products or upgrade our facilities and legal costs, or require us to curtail our
operations, any of which could seriously harm our business.

Human capital management
Employees

As of December 31, 2021, we had approximately 257 full-time employees worldwide, of which approximately 250 were employed in the United States.
None of our employees is represented by a labor union or collective bargaining agreement, and we consider our employee relations to be good.

Talent attraction, development and retention

Our success depends in part on our continued ability to recruit, retain, develop and motivate a diverse population of talented employees at all levels of
our organization. To succeed in a competitive industry, our human capital resources objectives include, as applicable, identifying, recruiting, retaining,
incentivizing and integrating our existing and additional employees.

In addition to acquiring new talent, we focus on growing and developing our existing talent. We conduct regular individual performance reviews in
which managers provide regular feedback and coaching to assist with employee development. We make investments to enhance employees’ skill levels
and provide professional opportunities for career development and advancement. Our learning and development experiences focus on onboarding new
hires as well as offering workshops focused on skills development and compliance training.

Our leadership team focuses on identifying the next generation of leaders to ensure that the organization is prepared to fill critical roles with employees
who are prepared to support the strategy of the business and respond to the needs of key stakeholders. Furthermore, although we had a
reduction-in-force at the end of 2021, we offered affected employees severance packages. Where possible, we offered opportunities for retraining and
reskilling certain employees to reduce the impact of the reduction-in-force on our employees.
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Diversity & inclusion

We view diversity as integral to our future success. Diversity in our workforce fosters innovation, while inclusion helps ensure that we have the right
culture, processes, policies, and practices to make employees feel valued and included. Developing teams where team members feel heard, respected,
and included is one of our core values. As of December 31, 2021, approximately 40% of our total domestic workforce was female and approximately
25% of our employees in domestic managerial roles were female. Minorities (non-White) constituted approximately 35% of our total domestic
workforce and approximately 35% of our employees in domestic managerial roles were minorities as of the same date.

Compensation and benefits

We focus on paying employees fairly and competitively. As a medical device company in the healthcare industry, we recognize the importance of
compensation and benefits that are designed to support the financial, mental, and physical well-being of our team members and their families. Our
compensation packages typically include incentive plans comprised of discretionary stock-based compensation awards and cash-based performance
bonus awards, health benefits, including options for medical plans, pharmacy, dental and vision coverage, a 401(k) plan, life and disability insurance,
discretionary paid time off, family leave, a technology stipend for remote work, commuter benefit program, and a program for partial education
reimbursement. Eligibility for, and the level of, benefits vary depending on team members’ full-time or part-time status, work location, compensation
level, and tenure.

Health and safety

We remain focused on promoting the total wellness of our employees including resources, programs and services to support their physical, mental and
financial wellness. As a result of the COVID-19 pandemic, we have augmented certain historical business practices to ensure that we promote the health
and safety of our employees. While we were never required to physically close our offices, we provided, when feasible, opportunities for employees to
work remotely. We have established safety policies and protocols, and we regularly update our employees with respect to any changes. We also have
adjusted attendance policies to encourage those who may be ill to stay home. To further protect our on-site employees, we have made available personal
protective equipment and cleaning supplies. We have also provided general information updates and support for our employees to ensure that they have
resources and information to protect their health and that of those around them, including their families and colleagues.

Available information

Our Internet address is www.eargo.com. We routinely post important information for investors on our website in the “Investor Relations” section, which
may be accessed from our homepage at www.eargo.com or directly at https://ir.eargo.com/. We use this website as a means of disclosing material,
non-public information and for complying with our disclosure obligations under Regulation FD. Accordingly, investors should monitor the Investor
Relations section of our website, in addition to following our press releases, SEC filings, public conference calls, presentations and webcasts. Our goal
is to maintain the Investor Relations website as a portal through which investors can easily find or navigate to pertinent information about us, free of
charge, including:

. our Annual Reports on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K and amendments to those reports filed
or furnished pursuant to Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended (“Exchange Act”), as well as our
proxy statement, as soon as reasonably practicable after we electronically file that material with or furnish it to the SEC;

. announcements of investor conferences and events at which our executives talk about our products and competitive strategies, as well as
archives of these events;

. press releases on quarterly earnings, product announcements, legal developments and other material news that we may post from time to
time;
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corporate governance information, including our Corporate Governance Guidelines, Code of Business Conduct and Ethics, information
concerning our Board of Directors and its committees, including the charters of the Audit Committee, Compensation Committee, and
Nominating and Corporate Governance Committee;

stockholder services information, including ways to contact our transfer agent; and

opportunities to sign up for email alerts.

The content on our website is not incorporated by reference into, or a part of, this Annual Report on Form 10-K or any other report or document we file
with or furnish to the SEC, and any references to our website are intended to be inactive textual references only.

Item 1A. Risk Factors.

Risk factor summary

Below is a summary of the principal factors that make an investment in our common stock speculative or risky. This summary does not address all of the
risks that we face. Additional discussion of the risks summarized in this risk factor summary, and other risks that we face, can be found below under the
heading “Risk Factors” and should be carefully considered, together with other information in this Annual Report on Form 10-K and our other filings
with the SEC, before making investment decisions regarding our common stock.

We face considerable uncertainty in our business prospects, as a significant portion of our revenue has historically been dependent upon
reimbursement from third-party payors participating in the FEHB program but we have operated on a “cash pay” only basis since
December 8, 2021. Following the civil settlement with the U.S. government on April 29, 2022, we may be unsuccessful in validating and
establishing processes to support the submission of claims for reimbursement from third-party payors participating in the FEHB program
in the future. As a result, we have faced a significant reduction in revenue and any failure to establish processes to support reimbursement
from third-party payors in the future may significantly and adversely impact our business and growth prospects and our ability to sell our
products.

Our negative cash flows and current lack of financial resources raise substantial doubt as to our ability to continue as a going concern. If
we are unable to raise additional funding to meet our operational needs, we will be forced to limit or cease our operations and/or liquidate
our assets.

Potential opportunities for growth in our business outside of the FEHB program, such as the anticipated implementation of the pending
OTC hearing aid regulatory framework and any potential Medicare, or other insurance, coverage for certain hearing aids, may not
materialize and, as such, our business and growth prospects and our ability to sell our products may be materially and adversely impacted.

We are subject to risks from legal proceedings, investigations and inquiries, including a number of recent legal proceedings and
investigations, which have had and could continue to have a material adverse effect on our reputation, business, financial condition, cash
flows and results of operations, and could result in additional claims and material liabilities.

We have a limited operating history and have grown significantly in a short period of time. If we are unable to manage our business and
anticipated growth effectively, our business and growth prospects could be materially and adversely affected.

If we fail to attract and retain senior management and key technology personnel, our business may be materially and adversely affected.
We have a history of net losses, and expect to incur additional substantial losses in the foreseeable future.

Changes in the regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to applicable
regulatory requirements, and we may be required to seek additional clearance or approval for our products.
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. If we cannot innovate at the pace of our hearing aid manufacturing competitors, we may not be able to develop or exploit new technologies
in time to remain competitive.

. We are deploying a new business model in an effort to disrupt a relatively mature industry. In order to successfully challenge incumbent
business models and become profitable, we will need to continue to refine our product and strategy.

. We operate in a highly competitive industry, and competitive pressures could have a material adverse effect on our business.

. If we are unable to reduce our return rates or if our return rates continue to increase, our net revenue may continue to decrease, and our
business, financial condition and results of operations could be adversely affected.

. We rely on a limited number of manufacturers for the assembly of our hearing aids. If we encounter manufacturing problems or delays, we
may be unable to promptly transition to alternative manufacturers and our ability to generate revenue will be limited.

. We rely on the timely supply of high-quality components, parts and finished products, and our business could suffer if suppliers or
manufacturers are unable to procure raw materials or other components of an acceptable quality (or at all) or otherwise fail to meet their
delivery obligations, raise prices or cease to supply us with components, parts or products or acceptable quality.

. If the quality of our hearing aid products does not meet consumer expectations, or if our products wear out more quickly than expected,
then our brand and reputation or our business could be adversely affected.

. There are a variety of hearing aid products and technologies, and consumer confusion about product features and technology could lead
consumers to purchase competitive products instead of our products, or to conflate any adverse events or safety issues associated with
third-party hearing aid products with our products, which could adversely affect our business, financial condition and results of operations.

. Our success depends in part on our proprietary technology, and if we are unable to obtain, maintain or successfully enforce our intellectual
property rights, the commercial value of our products and services will be adversely affected and our competitive position may be harmed.

Risk Factors

Our operating and financial results are subject to various risks and uncertainties. You should carefully consider the risks described below, as well as all
of the other information contained in this Annual Report on Form 10-K, including our financial statements and related notes, before investing in our
common stock. While we believe that the risks and uncertainties described below are the material risks currently facing us, additional risks that we do
not yet know of or that we currently think are immaterial may also arise and materially affect our business.

Risks relating to our industry and business

We face considerable uncertainty in our business prospects, as a significant portion of our revenue has historically been dependent upon
reimbursement from third-party payors participating in the FEHB program but we have operated on a “cash pay” only basis since December 8,
2021. Following the civil settlement with the U.S. government on April 29, 2022, we may be unsuccessful in validating and establishing processes to
support the submission of claims for reimbursement from third-party payors participating in the FEHB program in the future. As a result, we have
faced a significant reduction in revenue and any failure to establish processes to support reimbursement from third-party payors in the future may
significantly and adversely impact our business and growth prospects and our ability to sell our products.

A significant portion of our revenue has historically been dependent on payments from third-party payors; for example, in the quarter ended
September 30, 2021, 6,243 out of the 13,117 total gross systems shipped were for customers with potential insurance benefits. However, since
December 8, 2021, we have not accepted insurance benefits as a method of direct payment.
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Third-party payors periodically conduct pre- and post-payment reviews, including audits of previously submitted claims, and we are currently
experiencing and may experience such reviews and audits of claims in the future. Historically, we submitted claims to a concentrated number of third-
party payors under certain benefit plans, and substantially all such claims related to the FEHB program. We suspended all claims submission activities
on September 22, 2021 when we learned of the investigation by the DOJ related to our role in customer reimbursement claim submissions to various
federal employee health plans under the FEHB program.

On April 29, 2022, we entered into a civil settlement agreement with the U.S. government that resolved the DOJ investigation. Pursuant to the
settlement agreement, we paid approximately $34.4 million to the U.S. government. We cooperated fully with the DOJ investigation. We deny the
allegations in the settlement agreement, and the settlement is not an admission of liability by us. While we will need to work with the OPM to align on
the process and required documentation for potentially submitting claims through the FEHB program in the future, we may be unable to validate and
establish processes to support the submission of claims for reimbursement to health plans under the FEHB program in the future. For example, we do
not currently conduct in-person hearing tests as they run counter to our primary direct-to-consumer business and omni-channel models. If a process by
which we might be able to obtain reimbursement of claims for our products were to require in-person hearing tests, we may not be able to efficiently or
effectively integrate such tests into our operating model.

Following the settlement with the U.S. government, we remain subject to prepayment review of claims by our largest third-party payor, which accounted
for approximately 90% of our gross accounts receivable as of December 31, 2021. Further, with respect to such payor, claims submitted since

March 1, 2021 have not been paid and have either been denied or have not yet and may never be submitted for reimbursement by us. Two additional
payor audits related to claims submitted for customers with FEHB plans are also in process, although one of the payors has continued to process claims
during its audit. Additionally, as of December 2021, we are subject to a new audit that does not relate to claims submitted under the FEHB program.

As a result of the change to a “cash-pay” only business model, we have faced a significant reduction in revenue and reduced growth prospects. If we are
unable to establish processes to support reimbursement from third-party payors in the future, our business and growth prospects and our ability to sell
our products may be significantly and adversely impacted.

Our negative cash flows and current lack of financial resources raise substantial doubt as to our ability to continue as a going concern. If we are
unable to raise additional funding to meet our operational needs, we will be forced to limit or cease our operations and/or liquidate our assets.

We believe that, without any future financing, we will not be able to satisfy our obligations as they become due within one year from the date of filing of
this Annual Report on Form 10-K. We anticipate our future capital requirements will be substantial and that we will need to raise significant additional
capital to fund our operations through equity or debt financing, or some combination thereof. While we are currently exploring fundraising opportunities
to meet these capital requirements, additional capital may not be available to us on acceptable terms on a timely basis, or at all. If we are unable to raise
additional funding to meet our operational needs, we will be forced to limit or cease our operations and/or liquidate our assets, in which case it is likely
that investors would lose part or all of their investment.

Our expected future capital requirements and ability to raise additional capital will depend on many factors, including but not limited to the following:

. investor confidence in our ability to continue as a going concern;
. the timing, receipt and amount of sales from our current and future products;
. the costs involved in resolving third-party claims audits and recoupment of previous claims paid, as well as other legal proceedings

(including the shareholder class action and derivative suits discussed in
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Note 6 to the Consolidated Financial Statements included in this Annual Report on Form 10-K), and their duration and impact on our
business generally (particularly with respect to our ability in future periods to accept insurance as a direct method of payment);

. the availability of insurance coverage for our hearing aid devices, and any costs associated with reimbursement and compliance, including
anticipated implementation of a pending OTC regulatory framework (which may lead insurance providers to take actions limiting our
ability to access insurance coverage and may also generally result in additional compliance or other regulatory requirements for us), and
any resulting changes to our business model, including a potential long-term shift to a model that excludes insurance benefits as a method
of direct payment to Eargo, which would likely result in a sustained increased cost of customer acquisition;

. the cost and timing of expanding our sales, marketing and distribution capabilities;

. any expenses, as well as the impact to our business and operating model, as a result of changes in the regulatory landscape for hearing aid
devices;

. the cost of manufacturing, either ourselves or through third-party manufacturers, our products;

. the terms, timing and success of any other licensing, partnership, omni-channel, including retail, or other arrangements that we may
establish;

. any product liability or other lawsuits related to our current or future products;

. the expenses needed to attract, hire and retain skilled personnel;

. the extent of our spending to support research and development activities and the expansion of our product offerings;

. the costs associated with being a public company;

. the duration and severity of the COVID-19 pandemic and its impact on our business and financial markets generally;

. the costs involved in preparing, filing, prosecuting, maintaining, defending and enforcing our intellectual property portfolio; and

. the extent to which we acquire or invest in businesses.

If we raise additional funds through further issuances of equity or convertible debt securities, our existing stockholders could suffer significant
dilution, and any new equity securities we issue could have rights, preferences, and privileges superior to those of holders of our common stock. Debt
financing, if available, is likely to involve restrictive covenants limiting our flexibility in conducting future business activities. Even if we are able to
raise significant additional capital necessary to continue our operations within the next year, if we are unable to obtain additional adequate financing or
financing on terms satisfactory to us, when we require it, our ability to continue to pursue our business objectives, develop our technology and products,
and respond to business opportunities, challenges, unforeseen circumstances, or developments, including the anticipated implementation of a pending
OTC hearing aid regulatory framework, could be significantly limited, and our business, financial condition and results of operations could be materially
adversely affected.

Potential opportunities for growth in our business outside of the FEHB program, such as the anticipated implementation of the pending OTC
hearing aid regulatory framework and any potential Medicare, or other insurance, coverage for certain hearing aids, may not materialize and, as
such, our business and growth prospects and our ability to sell our products may be materially and adversely impacted.

Since December 8, 2021, we have not accepted insurance benefits as a method of direct payment. While we will need to work with the OPM to align on
the process and required documentation for potentially submitting claims through the FEHB program in the future, we may be unable to validate and
establish processes to support the submission of claims for reimbursement to health plans under the FEHB program in the future. As such, our
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future growth prospects may be dependent upon other opportunities, such as the pending OTC hearing aid regulatory framework and any potential
Medicare, or other insurance, coverage for certain hearing aids that we may be able to access.

We intend to focus on both securing third-party reimbursement and increasing coverage and reimbursement for our current products and any future
products we may develop. Our long-term ability to service insurance customers may be dependent on any potential actions insurance providers may take
following the anticipated implementation of the pending OTC hearing aid regulatory framework that may limit our ability to access insurance coverage
(and which OTC framework may also generally result in additional compliance or other regulatory requirements for Eargo). It may also be dependent on
any potential Medicare, or other insurance, coverage for certain hearing aids (which may not include Eargo hearing aids). We may never achieve
sufficient additional third-party reimbursement to meaningfully restore or expand our access to insurance coverage.

We cannot predict whether, under what circumstances, or at what payment levels third-party payors will cover and reimburse our products. If we fail to
establish and maintain broad adoption of our products or fail to penetrate the insurance and managed care markets for our products, our ability to
generate revenue could be harmed and our prospects and our business could suffer. To the extent we sell our products internationally, market acceptance
may depend, in part, upon the availability of coverage and reimbursement within prevailing healthcare payment systems. Reimbursement and healthcare
payment systems in international markets vary significantly by country and include both government-sponsored healthcare and private insurance. We
may not obtain international coverage and reimbursement approvals in a timely manner, if at all. Our failure to receive such approvals would negatively
impact market acceptance of our products in the international markets in which those approvals are sought. Please also see the Risk Factor titled,
“Changes in the regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to applicable regulatory
requirements, and we may be required to seek additional clearance or approval for our products.”

We are subject to risks from legal proceedings, investigations, and inquiries, including a number of recent legal proceedings and investigations,
which have had and could continue to have a material adverse effect on our reputation, business, financial condition, cash flows and results of
operations, and could result in additional claims and material liabilities.

We are currently subject to a number of legal proceedings, investigations and inquiries, including: (i) purported securities class action litigation alleging
that certain of our disclosures about our business, operations and prospects, including reimbursements from third-party payors, violated federal
securities laws; and (ii) purported derivative action alleging the directors breached their fiduciary duties by allegedly failing to implement and maintain
an effective system of internal controls related to the Company’s financial reporting, public disclosures, and compliance with laws, rules and regulations
governing the business. On April 29, 2022, we entered into a civil settlement agreement with the U.S. government that resolved the DOJ investigation
and pursuant to which we paid approximately $34.4 million. We remain subject to audit or prepayment review by various third-party payors. In addition,
we could face additional legal proceedings, investigations, and inquiries relating to these or similar matters. For more information regarding legal
proceedings, see “Item 1. Legal Proceedings.”

We are unable to predict how long such legal proceedings, investigations and inquiries will continue, but we have incurred and anticipate that we will
continue to incur significant costs in connection with these matters and that these legal proceedings, investigations and inquiries have resulted and will
continue to result in substantial distraction of management’s time, regardless of the outcome. These legal proceedings, investigations and inquiries may
result in damages, fines, penalties, consent orders or other sanctions (including exclusion from government programs and/or a recoupment of previous
claims paid) against us and/or certain of our officers or directors, or in changes to our business practices, including the potential long-term shift to a
model excluding insurance as a method of payment to Eargo. Furthermore, publicity surrounding these legal proceedings, investigations and inquiries or
any enforcement action as a result thereof, even if ultimately resolved favorably for us, coupled with the recent intensified public scrutiny of our
Company, could result in additional legal proceedings, investigations and inquiries. As a result, these legal proceedings, investigations and inquiries
have
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had and could continue to have a material adverse effect on our reputation, business, financial condition, cash flows and results of operations.

These legal proceedings, investigations and inquiries, and the uncertainty stemming from them, could also precipitate or heighten the other Risk Factors
that we identify in this Item 1A, any of which could materially adversely impact our business. Further, these legal proceedings, investigations and
inquiries may also affect our business and financial results in a manner that is not presently known to us or that we currently do not consider to present
significant risks to our operations.

Additionally, we may become subject to other legal disputes and regulatory proceedings in connection with our business activities involving, among
other things, product liability, product defects, intellectual property infringement and/or alleged violations of applicable laws in various jurisdictions.
Although we maintain liability insurance in amounts we believe to be consistent with industry practice, we may not be fully insured against all potential
damages that may arise out of any claims to which we may be party in the ordinary course of our business. A negative outcome of these proceedings
may prevent us from pursuing certain activities and/or require us to incur additional costs in order to do so and pay damages.

The outcome of pending or potential future legal and arbitration proceedings is difficult to predict with certainty. In the event of a negative outcome of
any material legal or arbitration proceeding, whether based on a judgment or a settlement agreement, we could be obligated to make substantial
payments, which could have a material adverse effect on our business, financial condition and results of operations. In addition, the costs related to
litigation and arbitration proceedings may be significant, and any legal or arbitration proceedings could have a material adverse effect on our business,
financial condition and results of operations.

We have a limited operating history and have grown significantly in a short period of time. If we are unable to manage our business and anticipated
growth effectively, our business and growth prospects could be materially and adversely affected.

We were organized in 2010 and began selling hearing aids in 2015. In that time, we have grown significantly, increasing the size of our organization and
expanding our business. We have expanded, and any growth that we experience in the future will require us to further expand, our sales, clinical, and
research and development personnel (including those with software and hardware expertise), our manufacturing operations and our general and
administrative infrastructure. As a public company, we need to support increased managerial, operational, financial and other resources. Rapid
expansion in personnel could mean that less experienced people develop, market and sell our products, which could result in inefficiencies and
unanticipated costs, reduced quality and disruptions to our operations. In addition, rapid and significant growth may strain our administrative and
operational infrastructure.

The challenges we face in managing our business, including our shift to a “cash-pay” only business model, the obstacles to our being able to obtain
reimbursement for our products from third-party payors, and the changing regulatory landscape, place significant demands on our management,
financial, operational, technological and other resources, and we expect that managing our business will continue to place significant demands on our
management and other resources and will require us to continue developing and improving our operational, financial and other internal controls,
reporting systems and procedures. In particular, the challenges in managing our business involve a number of areas, including recruiting and retaining
sufficient skilled personnel, providing adequate training and supervision to maintain our high-quality product standards and regulatory compliance and
preserving our culture and values. We may not be able to address these challenges in a cost-effective manner, or at all. In addition, we completed an
employee workforce reduction in the fourth quarter of 2021, which may continue to impact the attraction and retention of employees, as well as
employee morale and productivity. We cannot assure you that any increases in scale, related improvements and quality or compliance assurance will be
successfully implemented or that appropriate personnel will be available to facilitate the management and growth of our business. Failure to implement
necessary procedures, transition to new processes or hire the necessary personnel could result in higher costs or an inability to meet demand. If we do
not effectively manage our
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business through the various challenges we face, we may not be able to execute on our business plan, respond to competitive pressures, take advantage
of market opportunities, satisfy customer requirements or maintain high-quality product offerings, which could have a material adverse effect on our
business, financial condition and results of operations.

If we fail to attract and retain senior management and key technology personnel, our business may be materially and adversely affected.

Our success depends in part on our continued ability to attract, retain and motivate highly qualified management, administrative and clinical and
scientific personnel, including those with software and hardware expertise. We are highly dependent upon our senior management, particularly our
President and Chief Executive Officer, as well as our senior technology personnel and other members of our senior management team. The unplanned
loss of the services of any of our members of senior management could adversely affect our business until a suitable replacement can be found.

Competition for qualified personnel in the medical device field in general and the audiology field specifically is intense due to the limited number of
individuals who possess the training, skills and experience required by our industry. In addition, our success also depends on our ability to attract,
recruit, develop and retain skilled managerial, sales, administration, operating and technical personnel. We will continue to review, and where necessary,
strengthen our senior management as the needs of the business develop, including through internal promotion and external hires. However, there may be
a limited number of persons with the requisite competencies to serve in these positions and we cannot assure you that we would be able to locate or
employ such qualified personnel on terms acceptable to us, or at all. Therefore, the unplanned loss of one or more of our key personnel, or our failure to
attract and retain additional key personnel, could have a material adverse effect on our business, financial condition and results of operations. Our ability
to attract and retain such qualified personnel has been and may continue to be negatively impacted by the DOJ investigation or shareholder litigation,
our recent workforce reduction and suspension of certain of our equity compensation practices, and related negative publicity. In addition, to the extent
we hire personnel from competitors, we may be subject to allegations that they have been improperly solicited or that they have divulged proprietary or
other confidential information, or that their former employers own their research output.

We may experience difficulties in managing our business, and a deterioration in our relationships with our employees could have an adverse impact
on our business.

We expect to rely on our managerial, operational, finance and other resources in order to manage our operations and continue our research and
development activities. We may expand our international operations, which would subject us to the legal, political, regulatory and social requirements
and economic conditions of these jurisdictions, and create a variety of potential operational challenges due to a variety of international factors, including
local labor laws and regulations and managing a geographically dispersed workforce. Our management and personnel, systems and facilities currently in
place may not be adequate to support our business. Our need to effectively execute our strategy requires that we:

. manage our commercial operations effectively;

. identify, recruit, retain, incentivize and integrate additional employees;

. manage our internal development and operational efforts effectively while carrying out our contractual obligations to third parties; and
. continue to improve our operational, financial and management controls, reports systems and procedures.

Maintaining good relationships with our employees is crucial to our operations. As a result, any deterioration of the relationships with our employees
could have a material adverse effect on our business, financial condition and results of operations. Our ability to attract and retain qualified personnel,
and foster positive employee
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morale, has been and may continue to be negatively impacted by the DOJ investigation and related negative publicity as well as the suspension of
certain of our equity compensation practices. In addition, we completed an employee workforce reduction in the fourth quarter of 2021, which may
impact the attraction and retention of employees, as well as employee morale and productivity. Further, many of our key employees receive a total
compensation package that includes equity awards. In addition to the aforementioned suspension of certain equity compensation practices, volatility in
the stock market, our share price and other factors could diminish the Company’s use or the value of the Company’s equity awards, putting the Company
at a competitive disadvantage.

Additionally, material disruption to our business as a result of strikes, work stoppages or other labor disputes could disrupt our operations, result in a
loss of reputation, increased wages and benefits or otherwise have a material adverse effect on our business, financial condition and results of
operations.

We have a history of net losses, and we expect to incur additional substantial losses in the foreseeable future.

We have incurred net losses since inception, and we expect to incur additional substantial losses in the foreseeable future. For the years ended

December 31, 2021 and 2020, we incurred net losses of $157.8 million and $39.9 million, respectively. As a result of our ongoing losses, as of
December 31, 2021, we had an accumulated deficit of $356.8 million. Since inception, we have spent significant funds on organizational and start-up
activities, to recruit key managers and employees, to develop our hearing aids, to develop our manufacturing know-how and customer support resources
and for research and development. The net losses we incur may fluctuate significantly from quarter to quarter and have and may continue to increase as
a result of the costs involved in resolving the DOJ investigation, including the approximately $34.4 million we paid pursuant to the settlement agreement
with the U.S. government, and other corrective actions and recoupment of previous claims paid, as well as other legal proceedings, and their duration
and impact on our business generally. They may also fluctuate and increase as a result of the anticipated implementation of a pending OTC hearing aid
regulatory framework and any potential Medicare coverage for certain hearing aids, neither of which may ultimately be favorable to us.

Our long-term success is dependent upon our ability to successfully develop, commercialize and market our products, earn revenue, obtain additional
capital when needed and, ultimately, to achieve profitable operations. The uncertainty regarding the extent to which we are able to validate and establish
processes to support the submission of claims for reimbursement to health plans, including those under the FEHB program, if at all, in the future, the
anticipated implementation of a pending OTC hearing aid regulatory framework (which may lead insurance providers to take actions limiting our ability
to access insurance coverage and may also generally result in additional compliance or other regulatory requirements for Eargo) and potential Medicare
coverage for certain hearing aids (which may not include Eargo hearing aids) will require that we evaluate and consider any changes to our business
model as new information becomes available, including a potential long-term shift to a model excluding insurance as a method of payment to Eargo,
which would likely result in a sustained increased cost of customer acquisition and a reduction in shipments, revenue, gross margin and higher operating
expenses, which could have a material negative impact on our ability to achieve profitability and our growth prospects. We will need to generate
significant additional revenue and raise significant additional capital to continue our operations and potentially achieve profitability. It is possible that
even if we generate significant additional revenue and raise significant additional capital, we will not achieve profitability or that, even if we do achieve
profitability, we may not maintain or increase profitability in the future. Without the benefit of customers with insurance coverage and significant
additional capital, the future prospects of the Company and our ability to achieve profitability are uncertain.

Changes in the regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to applicable regulatory
requirements, and we may be required to seek additional clearance or approval for our products.

Hearing aids are considered medical devices subject to regulation by the FDA. We currently market our products pursuant to the FDA regulatory
framework for air-conduction hearing aids, which are classified as Class I or
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Class II devices exempt from premarket review procedures. In addition, while applicable FDA regulations establish certain “conditions for sale” of all
hearing aids, including that prospective hearing aid users must have a medical evaluation by a licensed physician within the six months prior to hearing
aid dispensation or sign a waiver of medical evaluation, the FDA has stated that it does not intend to enforce these medical evaluation and waiver
requirements prior to the dispensing of Class I air-conduction and Class II wireless air-conduction hearing aids to individuals 18 years of age and older.
Accordingly, while we are required to comply with other FDA requirements, including specific hearing aid labeling requirements and provision of a
User Instructional Brochure, our products have not been reviewed by the FDA and are not dispensed by licensed physicians. If the FDA were to
determine that our products do not properly satisfy the conditions for marketing Class I or Class II air-conduction hearing aid devices, we could be
forced to cease distribution of our products until we obtain regulatory clearance or approval, and we could be subject to additional enforcement action
by the FDA. In addition, many states have laws regarding the provision of hearing aid devices, and if we are found to be in violation of the laws of any
state in which our devices are sold, we could be subject to further sanctions at the state level.

The regulatory landscape for hearing aid devices has been subject to recent changes that may alter or increase our requirements for regulatory
compliance. The FDARA set forth a process to create a new category of OTC hearing aids that are intended to be available without supervision,
prescription, or other order, involvement or intervention of a licensed practitioner. The language in FDARA is not self-implementing, which means that
the OTC hearing aid category does not exist until the effective date of a published final regulation. On October 20, 2021, the FDA published a notice of
proposed rulemaking to establish new regulatory categories for OTC and prescription hearing aids (“Proposed Rule”). The Proposed Rule also includes
revised requirements for labeling, conditions for sale, performance standards and other provisions applicable to either OTC or prescription hearing aids,
or both. Under FDARA, the OTC hearing aid controls that are the subject of the rulemaking, if finalized, would preempt any state or local requirement
specifically related to hearing products that would restrict or interfere with commercial activity involving OTC hearing aids. The comment period on the
Proposed Rule, in which we participated, ended on January 18, 2022, after which the FDA will review the comments and make any revisions the FDA
deems necessary prior to publishing the Final Rule. The Final Rule becomes effective 60 days after the publication of the Final Rule. Under the
Proposed Rule, devices that require 510(k) clearance to come into compliance with the new requirements would need to be cleared by the effective date
of the Final Rule to continue marketing; for all other currently marketed devices, the proposed compliance date is 180 days after the effective date of the
Final Rule (240 days after the publication of the Final Rule).

We market the Eargo system devices as Class I or Class II air-conduction hearing aids under existing regulations at 21 CFR 874.330 and 874.3305, both
of which are exempt from 510(k) premarket review. Our hearing aids may be marketed under the current FDA framework during the FDA’s rulemaking
proceeding. However, we cannot know to what extent the Final Rule may differ from the Proposed Rule. Once the FDA issues a Final Rule, we will
need to expend time and resources evaluating the Final Rule and ensuring that our devices and processes come into compliance with the new
requirements in order to market our products in line with our primary direct-to-consumer business and omni-channel models in the future. It is possible
that a finalized regulatory framework for OTC hearing aids may lead to additional commercial partnership, omni-channel, including retail, or other
opportunities, although there are no assurances that it will do so. The Final Rule and the responses thereto by leading insurance providers could also
materially impact our efforts to resume submitting claims for customers with potential insurance benefits or have other unforeseen impacts on our
business and results of operations.

In addition, in May 2018, the FDA granted a de novo classification request from Bose for a direct-to-consumer “self-fitting air-conduction hearing aid,”
and effective October 28, 2019, the FDA published 21 CFR 874.3325, establishing the product classification for the self-fitting air conduction hearing
aid as a Class II device with special controls subject to 510(k) premarket review. We do not consider our devices to be “self-fitting” hearing aids similar
to the cleared Bose device, but the FDA could disagree. In such case, the FDA may require us to remove our devices from the market while we seek
FDA clearance. In addition, even if our current products
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remain Class I or Class I exempt devices, it is possible that any future products we may develop could fail to meet the requisite criteria for similar
regulation and could be subject to more stringent requirements and premarket review, increasing our costs for regulatory compliance.

Finally, in October 2021, the Biden administration outlined its plan to expand government healthcare programs as part of its broader domestic spending
bill, which includes, among other things, extending Medicare coverage to include hearing benefits. Congress has considered and is considering
legislation that would provide for such coverage, for example, the Build Back Better Act (H.R. 5376), which was passed by the House on November 19,
2021. The bill, as passed by the House, would provide Medicare coverage for certain hearing aids to individuals with specific types of hearing loss,
furnished pursuant to a written order of a physician, qualified audiologist or other hearing aid professional, physician assistant, nurse practitioner or
clinical nurse specialist. This bill has not yet been passed by the Senate, and we cannot predict the likelihood, nature, or extent to which Medicare or
other government healthcare programs will cover hearing aids, if at all, or specifically our hearing aids, which are intended for “mild” or “moderate”
hearing loss, or the impact of any such changes on our business, financial condition or results of operations.

If we cannot innovate at the pace of our hearing aid manufacturing competitors, we may not be able to develop or exploit new technologies in time
to remain competitive.

The hearing aid industry has in the past experienced rapid shifts to new key technologies, including for example the switch from analog to digital
hearing aids in the 1990s, that disrupted existing market patterns and led to a large-scale market realignment among customers and hearing aid
manufacturers. For us to remain competitive, it is essential to develop and bring to market new technologies or to find new applications for existing
technologies at an increasing speed. If we are unable to meet customer demands for new technology, or if the technologies we introduce are viewed less
favorably than our competitors’ products, our results of operations and future prospects may be negatively affected. To meet our customers’ needs in
these areas, we must continuously design new products, update existing products and invest in and develop new technologies. We will also need to
anticipate consumer demand with respect to these technologies and which technological advances are most desirable in the hearing aids we sell. This
need will result in requiring our employees to continue learning and adapting to new technologies, and our competing for highly skilled talent in a
competitive market. Our operating results depend to a significant extent on our ability to anticipate and adapt to technological changes in the hearing aid
market, maintain innovation, maintain a strong product pipeline and reduce the costs of producing high-quality new and existing hearing aids. Any
inability to do so could have a material adverse effect on our business, financial condition and results of operations.

We are deploying a new business model in an effort to disrupt a relatively mature industry. In order to successfully challenge incumbent business
models and become profitable, we will need to continue to refine our product and strategy.

Our direct-to-consumer business model is relatively new to the hearing aid industry. Our products are currently primarily available direct-to-consumer
and are therefore generally not sold by channels which consumers would traditionally look to for the treatment of their hearing loss. Because
audiologists and hearing clinics do not offer our products, they are unlikely to recommend our products to their patients. If we are unable to reach this
population through our online or direct and channel marketing, the estimated market size for our products may be lower than we anticipate.

Delivery of hearing aids via a direct-to-consumer model represents a change from the traditional channel, which requires in-person visits to one or more
hearing care professionals, and consumers may be reluctant to accept this model or may not find it preferable to the traditional channel. In addition,
consumers may not respond to our direct and channel marketing campaigns or efforts, or we may be unsuccessful in reaching our target audience,
particularly if we expand our sales efforts in foreign jurisdictions where our advertising and distribution model may be more heavily regulated. If
consumers prove unwilling to adopt our model as rapidly or in the numbers that we anticipate, our business, financial condition and results of operations
could be materially harmed.
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Historically, the majority of hearing aids sold to customers who used insurance benefits as a method of direct payment to Eargo corresponded to claims
for reimbursement to third-party payors under the FEHB program. While we will need to work with the OPM to align on the process and required
documentation for potentially submitting claims through the FEHB program in the future, we may be unable to validate and establish processes to
support the submission of claims for reimbursement to health plans under the FEHB program in the future. As such, our future growth prospects may be
dependent upon other opportunities, such as the pending OTC hearing aid regulatory framework and any potential Medicare coverage for certain hearing
aids that we may be able to access.

We operate in a highly competitive industry, and competitive pressures could have a material adverse effect on our business.

The worldwide market for hearing aids is competitive in terms of pricing, product quality, product innovation and time-to-market. We face strong
competitors, which have greater resources and stronger financial profiles that may enable them to better exploit changes in our industry on a cost-
competitive basis and to be more effective and faster in capturing available market opportunities, which in turn may negatively impact our market share.
There are five major traditional manufacturer competitors in the industry—GN Store Nord, Sonova, Starkey, William Demant and WS Audiology—who
together control a significant majority of the hearing aid market.

In addition to these manufacturer competitors, Costco sells multiple brands of hearing aids, including those of the traditional manufacturers and Costco’s
own white-label Kirkland Signature brand of hearing aid, at prices ranging from approximately $1,400 to $2,950 per pair. We estimate that during 2019,
Costco dispensed approximately 14% of the hearing aids distributed in the United States, which percentage is expected to increase going forward. The
United States Department of Veterans Affairs (the “VA”) is also a significant provider of hearing aids and provides hearing aids at no charge to its
patients. We estimate that, in 2019, the VA dispensed approximately 19% of the hearing aids distributed in the United States. Our products are not
distributed by Costco, or on contract or currently eligible to be distributed by the VA.

We also face competition from companies that introduce new technologies, including consumer electronics companies that sell direct to consumers. For
example, in May 2018, the FDA granted marketing clearance to Bose Corporation for a “self-fitting air-conduction hearing aid.” The Bose self-fitting
hearing aid was cleared under the FDA’s de novo premarket review pathway with the intended use to amplify sound for individuals 18 years of age or
older with perceived mild to moderate hearing impairment, with no pre-programming or hearing test necessary. We view our consumer-first model as a
competitive advantage, and competitors, including Bose or other consumer electronics companies, or any other companies following the anticipated
implementation of a pending OTC hearing aid regulatory framework, that sell hearing aids directly to consumers may erode that advantage. Please see
the Risk Factor titled, “Changes in the regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to
applicable regulatory requirements, and we may be required to seek additional clearance or approval for our products.”

We also face competition from other direct-to-consumer hearing aid providers. Similar to our business model, these hearing aid companies allow
consumers to purchase hearing aids remotely, with no need to visit a clinic and they provide remote clinical support. Given the similarities in our
business model to these providers, if potential consumers opt to buy their hearing aids from these direct-to-consumer competitors, our business could be
adversely affected.

We may be unable to compete with these or other competitors, and one or more of such competitors may render our technology obsolete or
economically unattractive. Please see the Risk Factor titled “If we cannot innovate at the pace of our hearing aid manufacturing competitors, we may not
be able to develop or exploit new technologies in time to remain competitive.” To the extent we expand internationally, we will face additional
competition in geographies outside the United States. If we are unable to compete effectively with existing products or respond effectively to any new
products developed by competitors, our business could be materially harmed. Increased competition may result in price reductions, reduced gross
margins and loss of market share.
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There can be no assurance that we will be able to compete successfully against our current or future competitors or that competitive pressures will not
have a material adverse effect on our business, financial condition and results of operations.

We rely on the timely supply of high-quality components, parts and finished products, and our business could suffer if suppliers or manufacturers
are unable to procure raw materials or other components of an acceptable quality (or at all) or otherwise fail to meet their delivery obligations, raise
prices or cease to supply us with components, parts or products of acceptable quality.

We rely on a limited number of critical suppliers for many of the components that are used in the manufacture of our products, including for
semiconductor components, such as integrated circuits, as well as batteries, microphones and receivers. We are dependent on these third-party
manufacturers and suppliers to identify and purchase quality raw materials, semi-finished goods and finished goods while seeking to preserve our
quality standards. This reliance and dependence on third parties adds additional risks to the manufacturing process that are beyond our control. For
example, the occurrence of epidemics or pandemics, such as the COVID-19 pandemic, may cause labor shortages and/or disrupt the supply of various
raw materials and components, causing price spikes and/or shortages. As a result, one or more of our suppliers or manufacturers may suspend, close or
otherwise reduce the scope of their operations either temporarily or permanently.

In addition, many of these suppliers also provide components and products to our competitors. The industry’s reliance on a limited number of key
components and product suppliers subjects us to the risk that in the event of an increase in demand or shortage of key materials or components, our
suppliers may fail to provide supplies to us in a timely manner while they continue to supply our competitors, many of which have greater purchasing
power than us, or seek to supply components to us at a higher cost. Lead times for materials, components and products ordered by us or by our contract
manufacturers can vary significantly and depend on factors such as contract terms, demand for a component, and supplier capacity. From time to time,
we may experience and have experienced component shortages and extended lead times, as well as increased component costs and increased logistics
costs, including on semiconductor components and batteries, and other components used in our products.

While we continue to monitor our supply chain and have taken and are taking actions to address limited supply and increasing lead times, including
outreach to critical suppliers and spot market purchases, future disruptions in our supply chain, including the sourcing of certain components and raw
materials by us or our suppliers, such as semiconductor and memory chips, as well as increased logistics and inflationary costs, could impact our sales
and gross margins as well as launch and shipment of our products. The failure of our suppliers or manufacturers to deliver components or products in a
timely fashion could have disruptive effects on our ability to produce our products in a timely manner, or we may be required to find new suppliers or
manufacturers at an increased cost, if at all. Shortages or interruptions in the supply of components or subcontracted products, or our inability to procure
these components or products from alternate sources at acceptable prices in a timely manner, could delay launch or shipment of our products or increase
our production costs, which could adversely affect our business and operating results. The effects of climate change, including extreme weather events,
long-term changes in temperature levels and water availability may exacerbate these risks. Such disruption has in the past impacted our costs and could
in the future impact costs or interrupt our ability to source certain product components. A severe weather event in countries from which we source
components and parts could cause disruptions in the Company’s supply chain which could, in turn, cause product shortages, delays in delivery and/or
increases in the Company’s cost incurred to manufacture its products.

Any shortage, delay or interruption in the availability of our products, or key inputs used in their production, may negatively affect our ability to meet
consumer demand. Additionally, our reputation and the quality of our products are in part dependent on the quality of the components that we source
from third-party suppliers. If we are unable to control the quality of the components supplied to us or to address known quality problems in a timely
manner, our reputation in the market may be damaged and sales of our products may suffer. As a result, we may experience a material adverse effect on
our business, financial condition and results of operations.

30



Table of Contents

Certain components needed to manufacture our hearing aids are only available from a limited number of suppliers.

Several of our suppliers provide products for our hearing aids and accessories for which they own the design and/or intellectual property rights. This
includes semiconductor components, including integrated circuits, as well as transducers, batteries and various electrical components, some of which are
highly customized. Although there may be several potential suppliers for our components, as our components are highly customized, there is a risk that
these components may not be readily substituted by similar products of other suppliers or that any substitution may take a lengthy period of time to
implement. Even if we do identify new suppliers, we may experience increased costs and product shortages as we transition to alternative suppliers. If
any of these limited suppliers cease to supply us with their products, significantly increase their costs, or any of the foregoing events occurs, we could
experience a material adverse effect on our business, financial condition and results of operations.

We rely on a limited number of manufacturers for the assembly of our hearing aids. If we encounter manufacturing problems or delays, we may be
unable to promptly transition to alternative manufacturers and our ability to generate revenue will be limited.

We have no manufacturing capabilities of our own. We currently rely on a limited number of manufacturers: one headquartered in Taiwan, with
manufacturing facilities in Suzhou, China, Pegatron Corporation, for the manufacture of Eargo 5 and Eargo 6, and one located in Thailand, Hana
Microelectronics, for the manufacture of all other products currently available for sale. For us to be successful, our contract manufacturers must be able
to provide us with products in substantial quantities, in compliance with regulatory requirements, in accordance with agreed upon specifications, at
acceptable costs and on a timely basis. While our existing manufacturers have generally met our demand requirements on a timely basis in the past, their
ability and willingness to continue to do so going forward may be limited for several reasons, including our relative importance as a customer of the
manufacturer or its ability to provide assembly services to manufacture our products, which may be affected by the COVID-19 pandemic. An
interruption in our commercial operations could occur if we encounter delays or difficulties in securing these manufactured products if we cannot obtain
an acceptable substitute.

Any transition to a new contract manufacturer, or any transition of products between existing manufacturers, could be time-consuming and expensive,
may result in interruptions in our operations and product delivery, could affect the performance specifications of our products or could require that we
modify the design of our products. If we are required to change either of our contract manufacturers, we will be required to verify that the new
manufacturer maintains facilities, procedures and operations that comply with our quality and applicable regulatory requirements, which could further
impede our ability to manufacture our products in a timely manner. We cannot assure you that we will be able to identify and engage alternative contract
manufacturers on similar terms or without delay. Furthermore, our contract manufacturers could require us to move to a different production facility. The
occurrence of any of these events could harm our ability to meet the demand for our products in a timely and cost-effective manner, which could have a
material adverse effect on our business, financial condition and results of operations.

The manufacture of our products is complex and requires the integration of a number of components from several sources of supply. Our contract
manufacturers must manufacture and assemble these complex products in commercial quantities in compliance with regulatory requirements and at an
acceptable cost. Our hearing aids require significant expertise to manufacture, and our contract manufacturers may encounter difficulties in scaling up
production of the hearing aids, including problems with quality control and assurance, component supply shortages, including any semiconductor
components, increased costs, shortages of qualified personnel, the long lead time required to develop additional facilities for purposes of testing our
products and/or difficulties associated with compliance with local, state, federal and foreign regulatory requirements. There can be no assurance that
manufacturing or quality control problems will not arise in connection with the scale-up of the manufacture of our products. If we are unable to obtain a
sufficient supply of product, maintain control over product quality and cost or otherwise adapt to challenges in managing our business, we may not have
the
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capability to satisfy market demand, and our business and reputation in the marketplace will suffer. If demand for our products decreases, as it has
recently as a result of the DOJ investigation and claims audits (see “Management’s Discussion and Analysis of Financial Condition and Results of
Operations—DOJ investigation and settlement and claims audits”), we may have excess inventory, which could result in inventory write-offs that may
adversely affect our business, financial condition and results of operations. We may also encounter defects in materials and/or workmanship, which
could lead to a failure to adhere to regulatory requirements. Any defects could delay operations at our contract manufacturers’ facilities, lead to
regulatory fines or halt or discontinue manufacturing indefinitely. Any of these outcomes could have a material adverse effect on our business, financial
condition and results of operations.

If we are unable to successfully develop and effectively manage the introduction of new products, our business may be adversely affected.

We must successfully manage introductions of new or advanced hearing aid products. Introductions of new or advanced hearing aid products could also
adversely impact the sales of our existing products to consumers. For instance, the introduction or announcement of new or advanced hearing aid
products may shorten the life cycle of our existing devices or reduce demand, thereby reducing any benefits of successful hearing aid introductions and
potentially lead to challenges in managing write-downs or write-offs of inventory of existing products. We may also not have success in transitioning
customers from legacy hearing aids to new products. In addition, new hearing aid products may have higher manufacturing costs than legacy products,
which could negatively impact our gross margins and operating results. As the technological complexity of our products increases, the infrastructure to
support our products, such as our design and manufacturing processes and technical support for our products, may also become more complex.
Accordingly, if we fail to effectively manage introductions of new or advanced products, our business may be adversely affected.

We experience challenges managing the inventory of existing hearing aids, which can lead to excess inventory and discounting of our existing devices.
Inventory levels in excess of consumer demand may result in inventory write-downs or write-offs and the sale of inventory at discounted prices, which
has affected our gross margin and could impair the strength of our brand. Reserves and write-downs for rebates, promotions and excess inventory are
recorded based on our forecast of future demand. Actual future demand could be less than our forecast, which may result in additional reserves and
write-downs in the future, or actual demand could be stronger than our forecast, which may result in a reduction to previously recorded reserves and
write-downs in the future and increase the volatility of our operating results.

If the quality of our hearing aid products does not meet consumer expectations, or if our products wear out more quickly than expected, then our
brand and reputation or our business could be adversely affected.

Our products may not perform as well in day-to-day use as we or our customers expect. Although we designed our Eargo hearing aids to provide high
quality audio, we have collected limited data comparing our products to competitive devices. In September 2021, we conducted a series of comparative
electroacoustic benchmarking tests (the “Bench Study”) to compare our Eargo Neo HiFi and Eargo 5 hearing aids with hearing aids from four major
manufacturers. While each of the devices tested in the Bench Study, including our Eargo Neo HiFi and Eargo 5 hearing aids, met or exceeded the
identified benchmarks for appropriate levels of sound quality and amplification to improve speech audibility, the design, methodology and results of the
Bench Study have not been subject to external review and may not be reliable or replicable indicators of the general performance of our Eargo Neo HiFi
and Eargo 5 hearing aids or the other manufacturers’ hearing aids that were the subject of the Bench Study. Further, the benchmarks for appropriate
levels of sound quality and amplification that we identified in the Bench Study may not be appropriate proxies for hearing aid performance or reflect the
real-world performance of any tested device. Future studies, including our internal studies or those of our competitors or other third parties, may not
yield the results that we expect to obtain and may not demonstrate that our products are superior to, or may demonstrate that our products are inferior to,
existing or future products with regard to functional or economic measures. These study results may be published in medical journals or other
publications,
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or by our competitors and result in adverse publicity for our products. The performance of our Eargo hearing aids may not live up to customer
expectations, and our brand, reputation, customer satisfaction, return rates and sales may be adversely affected as a result.

Furthermore, because of our products’ limited time in the market, we cannot be certain about the usable life of our products. Due to the design
constraints applicable to our rechargeable, in-the-canal form factor, our hearing aids may offer a shorter usable life compared to our competitors’ hearing
aids. Thus, even though our products may be more affordable than competitive devices, they may need to be replaced more often. Although we believe
the advantages of our design justify this tradeoff, customers may expect a longer useful life, and failure to live up to this expectation could result in
reduced sales, decreased customer loyalty, higher-than-expected warranty claims and adverse publicity.

Certain components of our hearing aids may also offer reduced performance or wear out over time. For example, the rechargeable technology used in
our hearing aids and charging cases has a limited lifespan, and recharging performance will degrade over time. We designed our Eargo Neo HiFi hearing
aids to provide up to 20 hours of continuous use between charges when new and up to 16 hours after 1,000 charging cycles, but charging capacity may
decrease more quickly than expected. Moreover, certain components of our hearing aids that can be purchased online will require more frequent
replacement than the device itself. If the quality, longevity and durability of our products does not meet the expectations of customers, then our brand
and reputation and our business, financial condition and results of operations, could be adversely affected.

Customer or third-party complaints or negative reviews or publicity about our company or our hearing aids could harm our reputation and brand.

We are heavily dependent on customers who use our hearing aids to provide good reviews and word-of-mouth recommendations to contribute to our
reputation and brand. Customers who are dissatisfied with their experiences with our products or services or their ability to receive reimbursement from
their insurance companies may post negative reviews. We have and may continue to be the subject of blog, forum or other media postings that include
inaccurate statements and create negative publicity. In addition, traditional hearing aid supply chain participants may express and publish negative views
regarding our direct-to-consumer model and products. Any negative reviews or negative publicity, including in relation to the DOJ investigation, the
claims audits, and other legal proceedings have harmed and could continue to harm our reputation and brand and severely diminish consumer
confidence in our products. Please also see the Risk Factor titled, “We are subject to risks from legal proceedings, investigations, and inquiries,
including a number of recent legal proceedings and investigations, which have had and could continue to have a material adverse effect on our
reputation, business, financial condition, cash flows and results of operations, and could result in additional claims and material liabilities.”

We spend significant amounts on advertising and other marketing campaigns to acquire new customers, which may not be successful or cost
effective.

We market our hearing aids through a mix of digital and traditional marketing channels. These include paid search, digital display advertising, email
marketing, affiliate and channel marketing, direct response television, national reach television, direct mail and select print and radio advertising. We
also leverage our database of prospects and customers to further drive customer acquisition and referrals. We spend significant amounts on advertising
and other marketing campaigns to acquire new customers, and we expect to continue to spend significant amounts to acquire new customers and
increase awareness of our products. Beginning on December 8, 2021, we do not currently accept insurance benefits as a method of direct payment. As a
result, we have reduced sales and marketing resources that were previously focused on insurance customers to prioritize the conversion of cash-pay
consumers into satisfied customers. The shift to a cash-pay only model is likely to increase the cost to acquire new customers, based on the historically
lower conversion rate for cash-pay customers as compared to customers with potential insurance benefits. While we seek to structure our marketing
campaigns in the manner that we believe is most likely to encourage consumers to use our products while lowering our acquisition costs,
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we may fail to identify marketing opportunities that satisfy our anticipated return on marketing spend as we scale our investments in marketing,
accurately predict customer acquisition or fully understand or estimate the conditions and behaviors that drive consumer behavior. If any of our
marketing campaigns prove less successful than anticipated in attracting new customers, we may not be able to recover our marketing spend, and our
rate of customer acquisition may fail to meet market expectations, either of which could have a material adverse effect on our business, financial
condition and results of operations. There can be no assurance that our marketing efforts will result in increased sales of our products.

In addition, we believe that building a strong brand and developing and achieving broad awareness of our brand is critical to achieving market success.
Negative publicity, including in relation to the DOJ investigation, the claims audits, and other legal proceedings has harmed and could continue to harm
our reputation and brand and severely diminish consumer confidence in our products. If any of our brand-building activities prove less successful than
anticipated, or such activities are inhibited by negative publicity in relation to the DOJ investigation, the claims audits and other legal proceedings, it
could materially adversely impact our ability to attract new customers. If this were to occur, we may not be able to recover our brand-building spend,
and our rate of customer acquisition may fail to meet market expectations, either of which could have a material adverse effect on our business, financial
condition and results of operations. There can be no assurance that our brand-building efforts will result in increased sales of our products. See also the
Risk Factors titled, “Customer or third-party complaints or negative reviews or publicity about our company or our hearing aids could harm our
reputation and brand” and “We are subject to risks from legal proceedings, investigations, and inquiries, including a number of recent legal proceedings
and investigations, which have had and could continue to have a material adverse effect on our reputation, business, financial condition, cash flows and
results of operations, and could result in additional claims and material liabilities.”

Our products are complex to design and manufacture and could contain defects. The production and sale of defective products could adversely
affect our business, financial condition and results of operations. If product liability lawsuits are brought against us, we may incur substantial
liabilities and may be required to limit commercialization of our products.

We make hearing aids that include highly complex electronic components, which are sourced from external third parties, and there is an inherent risk
that defects may occur in the production of any of our products. Although we rely on the suppliers’ internal procedures designed to minimize risks that
may arise from quality issues, there can be no assurance that we or our suppliers will be able to eliminate or mitigate occurrences of these issues and
associated liabilities. Under consumer product legislation in many jurisdictions, we may be forced to recall or repurchase defective products, and more
restrictive laws and regulations relating to these matters may be adopted in the future. We also face exposure to product liability claims in the event that
any of our devices are alleged to have resulted in personal injury or damage to property, or otherwise to have caused harm. For example, we may be
sued if any of our hearing aids allegedly causes injury or is found to be otherwise unsuitable during product testing, manufacturing, marketing or sale.
Any such product liability claims may include allegations of defects in manufacturing, defects in design, a failure to warn of dangers inherent in the
product, negligence, strict liability and a breach of warranty. Claims could also be asserted under state consumer protection acts. If we cannot
successfully defend ourselves against product liability claims, we may incur substantial liabilities or be required to limit commercialization of our
products. Even successful defense would require significant financial and management resources. Regardless of the merits or eventual outcome, liability
claims may result in:

. decreased demand for our current or future products;
. injury to our reputation;

. costs to defend the related litigation;

. a diversion of management’s time and our resources;
. substantial monetary awards to customers;
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. regulatory investigations, product recalls, withdrawals or labeling, marketing or promotional restrictions;
. loss of revenue; and
. the inability to sell our current or any future products.

Our inability to obtain and maintain sufficient product liability insurance at an acceptable cost and scope of coverage to protect against potential product
liability claims could prevent or inhibit the sale of our current or any future products we develop. Although we currently carry product liability
insurance, any claim that may be brought against us could result in a court judgment or settlement in an amount that is not covered, in whole or in part,
by our insurance or that is in excess of the limits of our insurance coverage. Our insurance policies also have various exclusions and deductibles, and we
may be subject to a product liability claim for which we have no coverage. We will have to pay any amounts awarded by a court or negotiated in a
settlement that exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be able to obtain, sufficient funds to
pay such amounts. Moreover, in the future, we may not be able to maintain insurance coverage at a reasonable cost or in sufficient amounts to protect us
against losses.

In addition, any product defects, recalls or claims that result in significant adverse publicity could have a negative effect on our reputation, result in loss
of market share or failure to achieve market acceptance. For example, our first-generation hearing aid, launched in 2015, had a high incidence of product
returns and warranty claims. As a result, we voluntarily withdrew the product from the market. The production and sale of defective products in the
future could have a material adverse effect on our business, financial condition and results of operations.

We are subject to consumer protection laws that regulate our marketing practices and prohibit unfair or deceptive acts or practices. Our actual or
perceived failure to comply with such obligations could harm our business, and changes in such regulations or laws could require us to modify our
products or marketing or advertising efforts.

In connection with the marketing or advertisement of our products, we could be the target of claims relating to false, misleading, deceptive or otherwise
noncompliant advertising or marketing practices, including under the auspices of the Federal Trade Commission and state consumer protection statutes.
If we rely on third parties to provide any marketing and advertising of our products, we could be liable for, or face reputational harm as a result of, their
marketing practices if, for example, they fail to comply with applicable statutory and regulatory requirements.

If we are found to have breached any consumer protection, advertising, unfair competition or other laws or regulations, we may be subject to
enforcement actions that require us to change our marketing and business practices in a manner which may negatively impact us. This could also result
in litigation, fines, penalties and adverse publicity that could cause reputational harm and loss of customer trust, which could have a material adverse
effect on our business, financial condition and results of operations.

There are a variety of hearing aid products and technologies, and consumer confusion about product features and technology could lead consumers
to purchase competitive products instead of our products, or to conflate any adverse events or safety issues associated with third-party hearing aid
products with our products, which could adversely affect our business, financial condition and results of operations.

We believe that many individuals do not have full information regarding the types of hearing aids and hearing aid features and technologies available in
the market, in part due to the lack of consumer education in the traditional hearing industry sales model. Consumers may not have sufficient information
about hearing aids generally or how hearing aid products and technologies compare to each other. This confusion may result in consumers purchasing
hearing aids from our competitors instead of our products, even if our hearing aids would provide
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them with their desired product features. In addition, any adverse events or safety issues relating to competitive hearing aid products and related
negative publicity, even if such events are not attributable to our products, could result in reduced purchases of hearing aids by consumers generally.
Any of these occurrences could lead to reduced sales of our products and adversely affect our business, financial condition and results of operations.

Our business, financial condition and results of operations may be impacted by the effects of the COVID-19 pandemic.

We are subject to risks related to public health crises such as the global pandemic associated with COVID-19. The COVID-19 pandemic may negatively
impact our operations and revenues and overall financial condition by harming the ability or willingness of customers to pay for our products due to
macro-economic conditions resulting from the pandemic or the operations of manufacturers, suppliers and other third parties with which we do business.
These challenges will likely continue for the duration of the pandemic, which is uncertain, and the macro-economic effects of the pandemic will likely
continue far beyond the duration of the pandemic.

Since the start of the pandemic, numerous state and local jurisdictions have imposed, and others in the future may impose, “shelter-in-place” orders,
quarantines, orders requiring non-essential businesses to remain closed, executive orders and similar government orders and restrictions for their
residents to control the spread of COVID-19. The pandemic and such restrictions have resulted in a majority of our employees working remotely, work
stoppages, slowdowns and delays, travel restrictions and cancellation of events, among other effects, thereby negatively impacting our operations. Other
potential disruptions may include delays in processing registrations or approvals by applicable state or federal regulatory bodies; delays in product
development efforts; disruptions to our supply chain, including any impacts from global semiconductor shortages; and additional government
requirements or other incremental mitigation efforts that may further impact our capacity to manufacture, sell and support the use of our Eargo systems.
Disruptions in supply chain have resulted in industry-wide component supply (such as semiconductors) shortages, and we may not be able to obtain
adequate inventory on a timely basis or at all. To date, increases in component pricing have occurred but have not had a material impact on supply
continuity or gross margin. We have taken steps to monitor our supply chain and actions to address limited supply and increasing lead times, including
outreach to critical suppliers and spot market purchases. Future disruptions in our supply chain, including the sourcing of certain components and raw
materials, such as semiconductor and memory chips, as well as increased logistics costs, could impact our sales and gross margins.

The ultimate impact of COVID-19 on our business, financial conditions and results of operations depends on many factors and future developments
beyond our control, which are highly uncertain and difficult to predict, including: the duration of the pandemic, a potential resurgence, the impact of
variants, new or renewed restrictions, the timing, availability, acceptance and effectiveness of vaccines and treatments against COVID-19 as well as
vaccination rates among the population, the pace of recovery when the COVID-19 pandemic subsides, and the severity and duration of the global
economic downturn that results from the ongoing pandemic.

While the potential economic impact brought by and the duration of COVID-19 may be difficult to assess or predict, the widespread pandemic has
resulted in, and may continue to result in, significant disruption of global financial markets, reducing our ability to access capital, which could in the
future negatively affect our liquidity, including our ability to repay our existing indebtedness. In addition, a recession or market correction resulting from
the spread of COVID-19 could materially affect our business and the value of our common stock. The COVID-19 pandemic has also resulted in
volatility in the unemployment rate in the United States, which may continue even after the pandemic subsides. The occurrence of any such events may
lead to reduced disposable income and access to health insurance which could adversely affect the number of our products sold after the pandemic has
subsided. Further, although our sales volume has been positively impacted during the COVID-19 pandemic, this and any other favorable impacts we
have experienced in connection with the pandemic may subside, and the ultimate effect of COVID-19 on our sales volume and other results of
operations could differ substantially from our expectations and our experience to date.
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Repair or replacement costs due to guarantees we provide on our products could have a material adverse effect on our business, financial condition
and results of operations.

We provide product guarantees to our customers, both as a result of contractual and legal provisions and for marketing purposes.

We generally allow for the return of products from direct customers within 45 days after the original sale and record estimated sales returns as a
reduction of sales in the same period revenue is recognized. We also generally allow customers to return defective or damaged products for a
replacement or refund. The term of the warranty provided is typically two years for our latest device and one year for all other devices. Existing and
future product guarantees place us at the risk of incurring future repair and/or replacement costs. As of December 31, 2021, we had provisions of
approximately $4.0 million relating to warranties. Substantial amounts of product guarantee claims could have a material adverse effect on our business,
financial condition and results of operations.

In addition, we reserve for the estimated cost of product warranties when revenue is recognized, and we evaluate our warranty reserves periodically by
reviewing our warranty repair experience. While we engage in product quality programs and processes, including monitoring and evaluating the quality
of our components sourced from our suppliers and instituting methods to remotely detect and correct defects, our warranty obligation is affected by
actual product defect rates, parts and equipment costs and service labor costs incurred in correcting a product defect. Our warranty reserves may be
inadequate due to undetected product defects, unanticipated component failures or changes in estimates for material, labor and other costs we may incur
to replace projected product defects. As a result, if actual product defect rates, parts and equipment costs or service labor costs exceed our estimates, it
could have a material adverse effect on our business, financial condition and results of operations.

Our failure to successfully anticipate sales returns may have a material adverse effect on our business, financial condition and results of operations.

Our reported net revenue and net losses are affected by changes in reserves to account for sales returns and product credits. The reserve for sales returns
accounts for customer returns of our products after purchase. We record a reserve for sales returns estimated based on historical return trends together
with current product sales performance in each reporting period. If actual returns are greater than those projected and reserved for by management,
additional sales returns reserve may be recorded in the future and reported net revenue may be reduced accordingly. See “Management’s Discussion and
Analysis of Financial Condition and Results of Operations—DOJ investigation and settlement and claims audits” for more information.

We do not currently have the ability to resell all products that are returned. Our refurbishment capabilities include full refurbishment, conversion, and
components, and allow us to refurbish and resell or reuse certain returned devices. To the extent we are unable to successfully refurbish devices in the
future, we will not be able to resell such devices. Further, the introduction of new products, changes in product mix, changes in consumer confidence or
other competitive and general economic conditions may cause actual returns to differ from product return reserves. Any significant increase in product
returns that exceeds our reserves could have a material adverse effect on our business, financial condition and results of operations.

If we are unable to reduce our return rates or if our return rates continue to increase, our net revenue may decrease, and our business, financial
condition and results of operations could be adversely affected.

Our customer sales returns rate was approximately 32% for the year ended December 31, 2021, which does not include the impact of the $5.1 million of
estimated sales returns recorded as a reduction in revenue in the third quarter of 2021 related to transactions that occurred during the first and second
quarters of 2021 (see “Management’s Discussion and Analysis of Financial Condition and Results of Operations—DOJ investigation and settlement and
claims audits” for more information). Our return policy allows our customers to return hearing aids for any reason within the first 45 days of delivery for
a full refund, subject to a handling fee in certain states. Additionally, following learning of the DOJ investigation and prior to shifting to our current
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upfront payment requirement, we offered customers with potential insurance benefits the option to return their hearing aids or purchase their hearing
aids without use of their insurance benefits if their claim is denied or ultimately not submitted by us to their insurance plan for payment.

We report revenue net of expected returns, which is an estimate informed in part by historical return rates. As such, our return rate impacts our reported
net revenue and profitability. Our net revenue and profitability have been and will continue to be negatively impacted by the inability to recognize
revenue related to shipments to customers with potential insurance benefits, which customers generally have had a significantly lower rate of return as
compared to cash-pay customers. If actual sales returns differ significantly from our estimates, an adjustment to revenue in the current or subsequent
period is recorded. Furthermore, if we are unable to reduce our return rates or if they continue to increase, our net revenue may continue to decrease, and
our business, financial condition and results of operations could be adversely affected. See “Management’s Discussion and Analysis of Financial
Condition and Results of Operations—Factors affecting our business—Sales returns rate.”

Accelerated consolidation and formation of purchasing groups increases the pricing pressure on hearing aids.

Many purchasing groups, such as hearing aid clinics, retailers and hospital systems, are consolidating to create new entities with greater market power.
Such groups, such as Costco and the VA, have used and may continue to use their increased purchasing power to negotiate price reductions or other
concessions across our industry. This pricing leverage has resulted, and will likely continue to result, in downward pressure on the average selling prices
of hearing aid products generally, including our own products. The forthcoming OTC Final Rule could further contribute to the pace of consolidation as
well as the introduction of new entrants in the hearing aid market, which would further increase pricing pressure on hearing aid manufacturers. Please
see the Risk Factor titled, “Changes in the regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to
applicable regulatory requirements, and we may be required to seek additional clearance or approval for our products.” These factors could have a
material adverse effect on our business, financial condition and results of operations.

Alternative technologies or therapies that improve or cure hearing loss could adversely affect our business, financial condition and results of
operations.

If medical research were to lead to the discovery of alternative therapies or technologies that improve or cure the various forms of hearing loss as an
alternative to the hearing aid, such as by surgical techniques, the use of pharmaceuticals or breakthrough bio-technological innovations or therapies, our
profitability could suffer through a reduction in sales. The discovery of a cure for the various forms of hearing loss and the development of other
alternatives to hearing aids could result in decreased demand for our products and, accordingly, could have a material adverse effect on our business,
financial condition and results of operations.

Adapting our production capacities to evolving patterns of demand is expensive, time-consuming and subject to significant uncertainties. We may
not be able to adequately predict consumer trends and may be unable to adjust our production in a timely manner.

We market our products directly to consumers in the United States, where we face the risk of significant changes in the demand for our products. If
demand decreases, we will need to implement capacity and cost reduction measures involving restructuring costs. If demand increases, we will be
required to make capital expenditures related to increased production and expenditures to hire and train production and sales and product support
personnel. Adapting to changes in demand inherently lags behind the actual changes because it takes time to identify the change the market is
undergoing and to implement any measures taken as a result. Finally, capacity adjustments are inherently risky because there is imperfect information,
and market trends may rapidly intensify, ebb or even reverse. We have in the past not always been, and may in the future not be, able to accurately or
timely predict trends in demand and consumer behavior or to take appropriate measures to mitigate risks and exploit opportunities resulting from such
trends. Any inability in the future to identify or to adequately and effectively react to changes in demand could have a material adverse effect on our
business, financial condition and results of operations.
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We are dependent on international manufacturers and suppliers, as well as certain international contractors we engage from time to time with
respect to select research and development activities, which exposes us to foreign operational and political risks that may harm our business.

We currently rely on a limited number of manufacturers: one headquartered in Taiwan, with manufacturing capabilities in Suzhou, China, Pegatron
Corporation, for the manufacture of Eargo 5 and Eargo 6, and one located in Thailand, Hana Microelectronics, for the manufacture of all other products
currently available for sale. In addition, we rely on some third-party suppliers in Europe, Southeast Asia, Japan, China and the United States, who
supply, among other things, certain of the technology and raw materials used in the manufacturing of our products. We also engage certain international
consultants, contractors and other specialists in connection with our research and development activities.

Our reliance on international operations exposes us to risks and uncertainties, including:

. controlling quality of supplies and finished product;

. trade protection measures, tariffs and other duties, especially in light of trade disputes between the United States and several foreign
countries, including China and countries in Europe;

. political, social and economic instability (for example, Russia’s invasion of Ukraine in February 2022 and the resultant sanctions and
export controls introduced against Russia have created such instability and have and may continue to disrupt business activity both in the
immediately affected region and around the world, the full effects of which remain unknown);

. the outbreak of contagious diseases, such as COVID-19;

. laws and business practices that favor local companies;

. interruptions and limitations in telecommunication services;

. product or material delays or disruption, including logistics challenges such as delays or disruptions in shipping;
. import and export license requirements and restrictions;

. difficulties in the protection of intellectual property;

. inflation and/or deflation;

. the threat of nationalization and expropriation;

. exchange controls, currency restrictions and fluctuations in currency values; and

. potential adverse tax consequences.

If any of these risks were to materialize, it could have a material adverse effect on our business, financial condition and results of operations.

We or the third parties upon whom we depend may be adversely affected by disasters, and our business continuity and disaster recovery plans may
not adequately protect us from a serious disaster. Any interruption in the operations of our or our suppliers’ manufacturing or other facilities may
have a material adverse effect on our business, financial condition and results of operations.

Our corporate headquarters are located in the San Francisco Bay Area, which has experienced both severe earthquakes and wildfires. We do not carry
earthquake insurance. Our manufacturers and many of our suppliers are located in Asia, which regions have experienced natural disasters such as
earthquakes, landslides, flooding, tropical storms and tsunamis, and tornadoes. Our customer support operations are based in Nashville, Tennessee, and
our third-party provider’s distribution facilities are based in Louisville, Kentucky, both of which have experienced flooding and tornadoes. Severe
weather (including any potential effects of climate change), natural disasters and other calamities, such as pandemics (including COVID-19),
earthquakes, tsunamis and hurricanes, fires and explosions, accidents, mechanical failures, unscheduled downtimes, civil unrest, strikes, transportation
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interruptions, unpermitted discharges or releases of toxic or hazardous substances, other environmental risks, sabotage, geopolitical unrest, political
instability, terrorism or acts of war, could severely disrupt our operations, or our third-party manufacturers’ and suppliers’ operations, and have a
material adverse effect on our business, financial condition and results of operations.

If a natural disaster, power outage or other event occurred that prevented us from using all or a significant portion of our headquarters or other facilities,
or those of our third-party manufacturers or suppliers, that damaged critical infrastructure, such as our enterprise financial systems or manufacturing
resource planning and enterprise quality systems, or that otherwise disrupted operations, it may be difficult or, in certain cases, impossible, for us to
continue our business for a substantial period of time. A mechanical failure or disruption affecting any major operating line may result in a disruption to
our ability to supply customers, and standby capacity may not be available. The disaster recovery and business continuity plans we have in place
currently are limited and are unlikely to prove adequate in the event of a serious disaster or similar event. The potential impact of any disruption would
depend on the nature and extent of the damage caused by a disaster. There can be no assurance that alternative production capacity will be available in
the future in the event of a major disruption or, if it is available, that it could be obtained on favorable terms. We may incur substantial expenses as a
result of the limited nature of our disaster recovery and business continuity plans, which, particularly when taken together with our lack of earthquake
insurance, could have a material adverse effect on our business, financial condition and results of operations.

Furthermore, integral parties in our supply chain are similarly vulnerable to natural disasters or other sudden, unforeseen and severe adverse events. If
such an event were to affect our supply chain, it could have a material adverse effect on our business, financial condition and results of operations.

We depend on sales of our hearing aids for our revenue. Demand for our hearing aids may not increase due to a variety of factors.

We expect that revenue from sales of our hearing aids will continue to account for our revenue for the foreseeable future. Continued and widespread
market acceptance of hearing aids by consumers is critical to our future success. Consumer spending habits are affected by, among other things,
prevailing economic conditions, levels of employment, salaries and wage rates, interest rates, inflation rates, consumer confidence and consumer
perception of economic conditions, which have been adversely affected by the COVID-19 pandemic and may continue to be materially adversely
affected by the COVID-19 pandemic. Hearing aids are often paid for directly by the consumer and, as a result, demand can vary significantly depending
on economic conditions. The uncertainty regarding the extent to which we are able to validate and establish processes to support the submission of
claims for reimbursement to health plans, including those under the FEHB program, if at all, in the future, the anticipated implementation of a pending
OTC hearing aid regulatory framework (which may lead insurance providers to take actions limiting our ability to access insurance coverage and may
also generally result in additional compliance or other regulatory requirements for Eargo and may limit our ability to access insurance coverage) and
potential Medicare coverage for certain hearing aids (which may not include Eargo hearing aids) will require that we evaluate and consider any changes
to our business model as new information becomes available, including a potential long-term shift to a model excluding insurance as a method of
payment to Eargo, which would likely result in a sustained increased cost of customer acquisition and a reduction in shipments, revenue, gross margin,
and higher operating expenses, which could have a material negative impact on our profitability and growth prospects. Without the benefit of customers
with insurance coverage, the future growth prospects and profitability of the Company are uncertain, unless we can identify new sources of profitable
growth.

Further, a general slowdown in the U.S. economy and international economies into which we may expand or an uncertain economic outlook could
adversely affect consumer spending habits, which may result in, among other things, a reduction in consumer spending on elective or higher value
products, or a reduction in demand for
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hearing aids generally, each of which would have an adverse effect on our sales and operating results. Weakness in the global economy results in a
challenging environment for selling hearing loss technologies. In such circumstances, consumers may opt to purchase less expensive hearing loss
technologies. If there is a reduction in consumer demand for hearing aids generally, if consumers choose to use a competitive product rather than our
hearing aids or if the average selling price of our hearing aids declines as a result of economic conditions, including employment levels and inflation,
competitive pressures or any other reason, these factors could have a material adverse effect on our business, financial condition and results of
operations. If we are not successful in adapting our production and cost structure to the market environment, we may experience further adverse effects
that may be material to our business, financial condition and results of operations. See also the Risk Factor titled, “We face considerable uncertainty in
our business prospects, as a significant portion of our revenue has historically been dependent upon reimbursement from third-party payors participating
in the FEHB program but we have operated on a “cash pay” only basis since December 8, 2021. Following the civil settlement with the U.S.
government on April 29, 2022, we may be unsuccessful in validating and establishing processes to support the submission of claims for reimbursement
from third-party payors participating in the FEHB program in the future. As a result, we have faced a significant reduction in revenue and any failure to
establish processes to support reimbursement from third-party payors in the future may significantly and adversely impact our business and growth
prospects and our ability to sell our products.”

We will be subject to “conflict minerals” reporting obligations.

We will be required to diligence the origin of minerals used in the manufacture our products that have been designated “conflict minerals” under the
Dodd-Frank Wall Street Reform and Consumer Protection Act and, beginning in 2023, disclose and report whether or not such minerals originated in the
Democratic Republic of the Congo or adjoining countries. These requirements could adversely affect the sourcing, availability and pricing of minerals
used in the manufacture of our products. In addition, we will incur additional costs to comply with the disclosure requirements, including costs related to
determining the source of the relevant minerals and metals used in our products.

Any future international expansion will subject us to additional costs and risks that may have a material adverse effect on our business, financial
condition and results of operations.

Historically, all of our sales have been to customers in the United States. To the extent we enter into international markets in the future, there are
significant costs and risks inherent in conducting business in international markets. If we expand, or attempt to expand, into foreign markets, we will be
subject to new business risks, in addition to regulatory risks. In addition, expansion into foreign markets imposes additional burdens on our executive
and administrative personnel, finance and legal teams, research and marketing teams and general managerial resources.

We have limited experience with regulatory environments and market practices internationally, and we may not be able to penetrate or successfully
operate in new markets. We may also encounter difficulty expanding into international markets because of limited brand recognition in certain parts of
the world, leading to delayed acceptance of our products by consumers in these international markets. If we are unable to expand internationally and
manage the complexity of international operations successfully, it could have a material adverse effect on our business, financial condition and results of
operations. If our efforts to introduce our products into foreign markets are not successful, we may have expended significant resources without realizing
the expected benefit. Ultimately, the investment required for expansion into foreign markets could exceed the results of operations generated from this
expansion.

Our Loan Agreement contains restrictions that limit our flexibility in operating our business.

In June 2018, we entered into a loan agreement, as amended in January 2019, May 2020 and in September 2020, with Silicon Valley Bank (the loan to
which such loan agreement, as amended, relates, the “2018 Loan™). We
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borrowed $15.0 million upon the closing of the September 2020 amendment, a portion of which was used to repay in full the outstanding principal
amount of the previously funded term loan. As of December 31, 2021, $15.4 million in aggregate principal amount was outstanding under the term loan
facility. The 2018 Loan has a maturity date of September 1, 2024. The 2018 Loan contains various covenants that limit our ability to engage in specified
types of transactions without Silicon Valley Bank’s prior consent. These covenants limit our ability to, among other things:

. encumber or license our intellectual property subject to certain exceptions;

. sell, transfer, lease or dispose of our assets subject to certain exclusions;

. create, incur or assume additional indebtedness;

. encumber or permit liens on any of our assets other than certain permitted liens;

. make restricted payments, including paying dividends on, repurchasing or making distributions with respect to any of our capital stock;
. make specified investments (including loans and advances);

. consolidate, merge with, or acquire any other entity, or sell or otherwise dispose of all or substantially all of our assets; and

. enter into certain transactions with our affiliates.

In addition, the 2018 Loan requires us to maintain a certain percentage of our total cash holdings in accounts with Silicon Valley Bank. The covenants in
the 2018 Loan limit our ability to take certain actions and, in the event that we breach one or more covenants, Silicon Valley Bank may choose to
declare an event of default and require that we immediately repay all amounts outstanding of the aggregate principal amount of term loans funded under
the 2018 Loan, plus exit fees, prepayment premiums, penalties and interest, and foreclose on the collateral granted to it to secure such indebtedness.
Such repayment could have a material adverse effect on our business, financial condition and results of operations.

We primarily rely on our own direct sales force, and if we are unable to maintain or expand our sales force, it could harm our business.
Additionally, our reliance on our direct sales force may result in higher fixed costs than our competitors and may slow our ability to reduce costs in
the face of a sudden decline in demand for our products.

We primarily rely on our own direct sales force to market and sell our products. We do not have any long-term employment contracts with the members
of our direct sales force. Our operating results are directly dependent upon the sales and marketing efforts of our sales and customer support team. If our
employees fail to adequately promote, market and sell our products, our sales could significantly decrease. As we launch new products, expand our
product offerings and increase our marketing efforts with respect to existing products, we will need to expand the reach of our marketing and sales
networks. Our future success will depend largely on our ability to continue to attract, hire, train, retain and motivate skilled employees with significant
technical knowledge in various areas. New hires require training and take time to achieve full productivity.

Additionally, most of our competitors rely predominantly on third-party distributors. A direct sales force may subject us to higher fixed costs than those
of competitors that market their products through independent third parties, due to the costs that we will bear associated with employee benefits, training
and managing sales personnel. As a result, we could be at a competitive disadvantage. Additionally, these fixed costs may slow our ability to reduce
costs in the face of a sudden decline in demand for our products, which could have a material adverse effect on our business, financial condition and
results of operations.
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We rely on our relationship with a professional employer organization for our human relations function and as a co-employer of our personnel, and
if that party failed to perform its responsibilities under that relationship, our relations with our employees could be damaged and we could incur
liabilities that could have a material adverse effect on our business.

All of our U.S. personnel, including our executive officers, are co-employees of Eargo and a professional employer organization, Insperity. Under the
terms of our arrangement, Insperity is the formal employer of all of our U.S. personnel and is responsible for administering all payroll, including tax
withholding, and providing health insurance and other benefits for these individuals, and our employees are governed by the work policies created by
Insperity. We reimburse Insperity for these costs and pay Insperity an administrative fee for its services. If Insperity fails to comply with applicable laws
or its obligations under this arrangement or creates work policies that are viewed unfavorably by employees, our relationship with our employees could
be damaged. We could, under certain circumstances, be held liable for a failure by Insperity to appropriately pay, or withhold and remit required taxes
from payments to, our employees. In such a case, our potential liability could be significant and could have a material adverse effect on our business.

We experience seasonality in our business, which may cause fluctuations in our financial results.

Historically, we have experienced and may continue to experience seasonality in our business, with higher sales volumes in quarters when we
commercially launch new products and in the fourth calendar quarter as a result of holiday promotional activity. However, since our public disclosure of
the DOJ investigation on September 22, 2021 and our related decision to stop accepting insurance benefits as a method of direct payment, we have
experienced and may continue to experience a material decline in gross systems shipped. Negative publicity, including in relation to the DOJ
investigation, the claims audits, and other legal proceedings has and could continue to harm our reputation and brand and severely diminish consumer
confidence in our products. See “Management’s Discussion and Analysis of Financial Condition and Results of Operations—DOJ investigation and
settlement and claims audits” for more information.

Because of these fluctuations, among other factors, it is possible that in future periods our operating results will fall below the expectations of securities
analysts or investors, in which case the market price of our stock would likely decrease. These fluctuations, among other factors, also mean that our
operating results in any particular period may not be relied upon as an indication of future performance.

Our ability to use our net operating loss carryforwards and certain other tax attributes may be limited.

We do not expect to become profitable in the near future, may never achieve profitability, and have incurred substantial net operating losses (“NOLs”)
during our history. Unused NOLs will carry forward to offset a portion of future taxable income, if any, until such unused NOLs expire, if ever. Federal
NOLs generated after December 31, 2017 are not subject to expiration, but the yearly utilization of such federal NOLs is limited to 80 percent of taxable
income for taxable years beginning after December 31, 2020. In addition, in general, under Sections 382 and 383 of the Internal Revenue Code of 1986,
as amended (the “Code”), a corporation that undergoes an “ownership change” (within the meaning of Section 382 of the Code) is subject to limitations
on its ability to utilize its prechange NOLs or tax credits to offset future taxable income or taxes. For these purposes, an ownership change generally
occurs where the aggregate stock ownership of one or more stockholders or groups of stockholders who own at least 5% of a corporation’s stock
increases by more than 50 percentage points over the lowest percentage of the corporation’s stock owned by such stockholders within a specified testing
period.

We have experienced an ownership change within the meaning of Section 382 of the Code in the past, which has been accounted for in our deferred tax
disclosure. We may experience additional ownership changes in the future as a result of shifts in our stock ownership (some of which shifts may be
outside our control). While we do not expect any limitation would impact our ability to use our tax attributes before they expire, we may be unable to
use a material portion of our NOLs and other tax attributes even if we attain profitability.
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Risks relating to intellectual property and legal and regulatory matters

If we fail to comply with U.S. or foreign federal and state healthcare regulatory laws, we could be subject to penalties, including, but not limited to,
administrative, civil and criminal penalties, damages, fines, disgorgement, exclusion from participation in governmental healthcare programs and
the curtailment of our operations, any of which could adversely impact our reputation and business operations.

We operate in a complex regulatory environment with an extensive and evolving set of federal, state and local governmental laws, regulations, and other
requirements. These laws, regulations, and other requirements are promulgated and overseen by a number of different legislative, regulatory,
administrative, and quasi-regulatory bodies, each of which may have varying interpretations, judgments, or related guidance. For example, broadly
applicable fraud and abuse and other healthcare laws and regulations apply to our operations and business practices. These laws may constrain the
business or financial arrangements and relationships through which we conduct our operations, including our sales and marketing practices, consumer
incentive and other promotional programs and other business practices.

Such laws include, without limitation:

the U.S. federal civil and criminal Anti-Kickback Statute, which prohibits, among other things, persons or entities from knowingly and
willfully soliciting, offering, receiving or providing any remuneration, directly or indirectly, overtly or covertly, in cash or in kind, to
induce or reward, or in return for, either the referral of an individual for, or the purchase, lease, order or recommendation of, any good,
facility, item or service, for which payment may be made, in whole or in part, under U.S. federal and state healthcare programs such as
Medicare, state Medicaid programs and TRICARE. 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 U.S. federal false claims laws, including the False Claims Act, which can be enforced through whistleblower actions, and civil
monetary penalties laws, which, among other things, impose criminal and civil penalties against individuals or entities for knowingly
presenting, or causing to be presented, to the U.S. federal government, claims for payment or approval that are false or fraudulent,
knowingly making, using or causing to be made or used, a false record or statement material to a false or fraudulent claim, or from
knowingly making a false statement to avoid, decrease or conceal an obligation to pay money to the U.S. federal government. In addition,
the government may assert that a claim including items and services resulting from a violation of the U.S. federal Anti-Kickback Statute
constitutes a false or fraudulent claim for purposes of the False Claims Act;

Health Insurance Portability and Accountability Act of 1996 (“HIPAA”), which imposes criminal and civil liability for, among other
things, knowingly and willfully executing, or attempting to execute, a scheme to defraud any healthcare benefit program, or knowingly and
willfully falsifying, concealing or covering up a material fact or making any materially false statement, in connection with the delivery of,
or payment for, healthcare benefits, items or services. Similar to the U.S. 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;

state law equivalents of each of the above federal laws, including state anti-kickback, self-referral and false claims laws that apply more
broadly to healthcare items or services paid by all payors, including self-pay patients and private insurers, that govern our interactions with
consumers or restrict payments that may be made to healthcare providers and other potential referral sources;

the Federal Trade Commission Act and federal and state consumer protection, advertisement and unfair competition laws, which broadly
regulate marketplace activities and activities that potentially harm consumers;

the U.S. Physician Payments Sunshine Act and its implementing regulations, which require certain manufacturers of drugs, devices,
biologics and medical supplies that are reimbursable under Medicare,
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Medicaid or the Children’s Health Insurance Program to report annually to the government information related to certain payments and
other transfers of value to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors), certain other
healthcare providers (physician assistants, nurse practitioners, clinical nurse specialists, anesthesiologist assistants, certified registered
nurse anesthetists and certified nurse midwives) and teaching hospitals, as well as ownership and investment interests held by the
physicians described above and their immediate family members;

. the U.S. Foreign Corrupt Practices Act of 1977, as amended (the “FCPA”), and similar regulations in other countries, which prohibit,
among other things, companies and their employees and agents from authorizing, promising, offering or providing, directly or indirectly,
corrupt or improper payments or anything else of value to foreign government officials, employees of public international organizations
and foreign government owned or affiliated entities, candidates for foreign political office and foreign political parties or officials thereof
and require companies to keep books and records that accurately and fairly reflect the transactions of the company and to maintain an
adequate system of internal accounting controls;

. foreign or U.S. analogous state laws and regulations, which may apply to our business practices, including but not limited to, state laws
that require manufacturers to comply with the voluntary compliance guidelines and the relevant compliance guidance promulgated by the
U.S. federal government; state laws and regulations that require manufacturers to file reports relating to pricing and marketing information
or that require tracking gifts and other remuneration and items of value provided to healthcare professionals and entities; and

. similar healthcare laws and regulations in the EU and other jurisdictions in which we may conduct activities in the future, including
reporting requirements detailing interactions with and payments to healthcare providers.

Foreign laws and regulations in this regard may vary greatly from country to country. For example, the advertising and promotion of our products in the
European Economic Area (the “EEA”) would be subject to EEA Directives concerning misleading and comparative advertising and unfair commercial
practices, as well as other EEA Member State legislation governing the advertising and promotion of medical devices. These laws 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. We are also subject to healthcare fraud and abuse regulation and enforcement by the countries in which we conduct our business. These
healthcare laws and regulations vary significantly from country to country.

Ensuring that our internal operations and future business arrangements with third parties comply with applicable healthcare laws and regulations will
involve substantial costs. We utilize considerable resources on an ongoing basis to monitor, assess and respond to applicable legislative, regulatory, and
administrative requirements, but there is no guarantee that we will be successful in our efforts to adhere to all of these requirements. It is possible that
governmental authorities will conclude that our business practices do not comply with current or future statutes, regulations, agency guidance or case
law involving applicable fraud and abuse or other healthcare laws and regulations. If our operations are found to be in violation of any of the laws
described above or any other governmental laws and regulations that may apply to us, we may be subject to significant penalties, including civil,
criminal and administrative penalties, damages, fines, exclusion from government-funded healthcare programs, such as state Medicaid programs,
TRICARE or similar programs in other countries or jurisdictions, disgorgement, imprisonment, contractual damages, reputational harm, diminished
profits and the curtailment or restructuring of our operations. Further, defending against any such actions can be costly and time-consuming and may
require significant personnel resources. Even if we are successful in defending against any such actions that may be brought against us, our business
may be impaired.
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Our hearing aids are subject to extensive government regulation at the federal and state level, and our failure to comply with applicable
requirements could harm our business.

Our hearing aids are medical devices that are subject to extensive regulation in the United States, including by the FDA and state agencies. The FDA
regulates, among other things, the design, development, research, manufacture, testing, labeling, marketing, promotion, advertising, sale, import and
export of hearing aid devices, such as those we market. Applicable medical device regulations are complex and have tended to become more stringent
over time. Regulatory changes could result in restrictions on our ability to carry out or expand our operations.

The FDA classifies medical devices into one of three classes (Class I, 11, or III) based on the degree of risk associated with a device and the level of
regulatory control deemed necessary to ensure its safety and effectiveness. Class I devices 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 FDA’s current good manufacturing practices for
devices, as reflected in the Quality System Regulation (“QSR?”), establishment registration and device listing, reporting of adverse events, and truthful,
non-misleading labeling, advertising, and promotional materials. Some Class I devices also require premarket clearance by the FDA through the
premarket notification process set forth in Section 510(k) of the Federal Food, Drug and Cosmetic Act (“FDCA”).

The FDA has classified air-conduction and wireless air-conduction hearing aids, such as those we market, as Class I and Class II devices, respectively,
which are exempt from premarket review procedures; although we comply with applicable Class I and Class Il medical device requirements, none of our
devices have been reviewed by the FDA. Moreover, because the FDA has stated that it does not intend to enforce the medical evaluation requirements
for dispensation of Class I or Class II air-conduction hearing aids to individuals 18 years of age and older, our devices are available directly to
consumers without the medical evaluation of a licensed practitioner. If our current or future products become subject to the pending OTC hearing aid
framework, are deemed to be Class II “self-fitting air-conduction hearing aids,” or are otherwise required to undergo premarket review, for example, to
come into compliance with the OTC Final Rule, we may be required to first receive clearance under Section 510(k) of the FDCA or approval of a
premarket approval (“PMA”) application from the FDA. If this were to occur for our currently marketed devices, the FDA could require us to remove
our products from the market until we receive applicable regulatory clearance or approval, which would significantly impact our business.

In the 510(k) clearance process, before a device may be marketed, the FDA must determine that the proposed device is “substantially equivalent” to a
legally-marketed “predicate” device, which includes a device that has been previously cleared through the 510(k) process, a device that was legally
marketed prior to May 28, 1976 (a “pre-amendments” device), a device that was originally on the U.S. market pursuant to an approved PMA application
and later down-classified, or a legally marketed 510(k)-exempt device. To be “substantially equivalent,” the proposed device must have the same
intended use as the predicate device, and either have the same technological characteristics as the predicate device or have different technological
characteristics that do not raise different questions of safety or effectiveness than the predicate device. Clinical data are sometimes required to support
substantial equivalence. In the PMA process, the FDA must determine that a proposed device is safe and effective for its intended use based, in part, on
extensive data, including, but not limited to, technical, pre-clinical, clinical trial, manufacturing and labeling data. The PMA process is typically
required for Class III devices that are deemed to pose the greatest risk, such as life-sustaining, life-supporting or implantable devices.

Modifications to products that are approved through a PMA application generally require FDA approval. Similarly, certain modifications made to
products cleared through a 510(k) may require a new 510(k) clearance. Both the PMA approval and the 510(k) clearance process can be expensive,
lengthy and uncertain. The FDA’s 510(k) clearance process usually takes from 3 to 12 months, but can last longer. The process of obtaining a PMA is
much more costly and uncertain and generally takes from one to three years, or even longer, from the time the application is filed with the FDA. In
addition, a PMA generally requires the performance of one or more clinical
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trials. Despite the time, effort and cost, we cannot assure you that any particular device will be approved or cleared by the FDA.
Any delay or failure to obtain necessary regulatory clearances or approvals if required in the future could harm our business.

The FDA can delay, limit or deny clearance or approval of a device for many reasons, including:

. inability to demonstrate to the FDA’s satisfaction that the product or modification is substantially equivalent to the proposed predicate
device or safe and effective for its intended use, as applicable;

. the data from pre-clinical studies and clinical trials may be insufficient to support clearance or approval, where required; and

. the manufacturing process or facilities do not meet applicable requirements.

In addition, the FDA may change its clearance and approval policies, adopt additional regulations or revise existing regulations, or take other actions,
which may prevent or delay our ability to introduce new products or modify our current products on a timely basis. For example, in November 2018,
FDA officials announced forthcoming steps that the agency intends to take to modernize the 510(k) premarket notification pathway, and in September
2019, the FDA finalized guidance to describe an optional “safety and performance based” premarket review pathway for manufacturers of certain “well-
understood device types,” which would allow manufacturers to demonstrate substantial equivalence by meeting objective safety and performance
criteria established by the FDA, obviating the need for manufacturers to compare the safety and performance of their medical devices to specific
predicate devices in the clearance process. As another example, in the FDA’s OTC Proposed Rule, the FDA states they are “undertaking other separate
efforts to minimize regulatory burdens for manufacturers by proposing the harmonization of part 820 with an international consensus standard.” If we
are required to seek premarket review of our devices in the future or if the FDA proposes modifications to quality system requirements, these proposals
and reforms could impose additional regulatory requirements on us and increase the costs of compliance.

We operate in a regulated industry and changes in the regulations or the implementation of existing regulations could affect our operations and
prospects for future growth globally.

Our products and our business activities are subject to rigorous regulation in any jurisdictions in which we operate, now or in the future. In particular,
these laws generally govern: (i) coverage and reimbursement by the national health services or by private health insurance services for the purchase of
hearing aids; (ii) the supply of hearing aids to the public and, more specifically, the training and qualifications required to practice the profession of
hearing aid fitting specialist; and (iii) the development, testing, manufacturing, labeling, premarket clearance or approval and marketing, advertising,
promotion, export and import of our hearing aids. Accordingly, our business may be affected by changes in any such laws and regulations and, in
particular, by changes to the conditions for coverage, the way in which reimbursement is calculated, the ability to obtain national health insurance
coverage or the role of the ear, nose and throat specialists.

While the FDA is the primary regulatory body affecting our business, which is currently based in the United States, there are numerous other regulatory
schemes at the international, national and sub-national levels to which we are subject and, to the extent we expand internationally, we could become
subject to international agencies and regulatory bodies such as the various agencies that enforce the European Union (“EU”) Medical Device Directive,
the Japanese Ministry of Health, Labor and Welfare, and sub-national regulatory schemes in such jurisdictions. These regulations can be burdensome
and subject to change on short notice, exposing us to the risk of increased costs and business disruption, and regulatory premarket clearance or approval
requirements may affect or delay our ability to market our new products. We cannot guarantee that we will be able to obtain marketing clearance or
approval for our new products, or enhancements or modifications to existing products. If
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we do, such clearance or approval may take a significant amount of time and require the expenditure of substantial resources. Further, such clearance or
approval may involve stringent testing procedures, modifications, repairs or replacements of our products and could result in limitations on the proposed
uses of our products. Regulatory authorities and legislators have been recently increasing their scrutiny of the healthcare industry, and there are ongoing
regulatory efforts to reduce healthcare costs that may intensify in the future. Our business is also sensitive to any changes in tort and product liability
laws.

Regulations pertaining to our products have become increasingly stringent and more common, particularly in developing countries whose regulations
approach standards previously attained only by some Organisation for Economic Co-operation and Development countries, and we may become subject
to more rigorous regulation by governmental authorities in the future. Conversely, however, the regulation of hearing aids as medical devices provides a
barrier to entry for new competitors. For example, if certain of our products were made subject to less stringent regulation by the FDA in the United
States, for example, in connection with the FDA’s promulgation of a regulatory framework for OTC hearing aids, then products similar to ours may be
marketed and sold more freely, and our products may become commoditized. If the markets in which we operate become less regulated, those barriers to
entry may be eliminated or reduced, which could have a material adverse effect on our business, financial condition and results of operations.

Both before and after a product is commercially released, we have ongoing responsibilities under various laws and regulations. If a regulatory authority
were to conclude that we are not in compliance with applicable laws or regulations, or that any of our hearing aids are ineffective or pose an
unreasonable risk for the end-user, the authority may ban such hearing aids, detain or seize adulterated or misbranded hearing aids, order a recall, repair,
replacement or refund of such instruments, and require us to notify health professionals and others that the devices present unreasonable risks of
substantial harm to the public health. A regulatory authority may also impose operating restrictions, enjoin and restrain certain violations of applicable
law pertaining to medical devices, and assess civil or criminal penalties against our officers, employees or us. The regulatory authority may also
recommend prosecution by law enforcement agencies. Any governmental law or regulation, existing or imposed in the future, or enforcement action
taken may have a material adverse effect on our business, financial condition and results of operations. Please also see the Risk Factor titled, “Changes
in the regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to applicable regulatory requirements,
and we may be required to seek additional clearance or approval for our products.”

Disruptions at the FDA and other government agencies caused by funding shortages or global health concerns could hinder their ability to hire,
retain or deploy key leadership and other personnel, or otherwise delay or prevent necessary regulatory clearances or approvals, which could
negatively impact our business.

The ability of the FDA to review and clear or approve new products can be affected by a variety of factors, including government budget and funding
levels, statutory, regulatory and policy changes, the FDA’s ability to hire and retain key personnel and accept the payment of user fees, and other events
that may otherwise affect the FDA'’s ability to perform routine functions. Average review times at the agency have fluctuated in recent years as a result.
In addition, government funding of other government agencies that fund research and development activities is subject to the political process, which is
inherently fluid and unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for new medical devices or
modifications to be cleared or approved by government agencies, which would adversely affect our business. For example, over the last several years,
including for 35 days beginning on December 22, 2018, the U.S. government has shut down several times and certain regulatory agencies, such as the
FDA, have had to furlough critical FDA employees and stop critical activities.

Separately, in response to the COVID-19 pandemic, on March 10, 2020, the FDA announced its intention to postpone most inspections of foreign
manufacturing facilities, and on March 18, 2020, the FDA temporarily postponed routine surveillance inspections of domestic manufacturing facilities.
Subsequently, in July 2020, the FDA resumed certain on-site inspections of domestic manufacturing facilities subject to a risk-based
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prioritization system, which it utilized to assist in determining when and where it was safest to conduct prioritized domestic inspections. In May 2021,
the FDA outlined a detailed plan to move toward a more consistent state of inspectional operations, and in July 2021, the FDA resumed standard
inspectional operations of domestic facilities and was continuing to maintain this level of operation as of September 2021. More recently, the FDA has
continued to monitor and implement changes to its inspectional activities to ensure the safety of its employees and those of the firms it regulates as it
adapts to the evolving COVID-19 pandemic. Regulatory authorities outside the United States may adopt similar restrictions or other policy measures in
response to the COVID-19 pandemic. If a prolonged government shutdown occurs, or if global health concerns continue to prevent the FDA or other
regulatory authorities from conducting their regular inspections, reviews or other regulatory activities, it could significantly impact the ability of the
FDA or other regulatory authorities to timely review and process our regulatory submissions, which could have a material adverse effect on our
business.

Legislative or regulatory healthcare reforms may make it more difficult and costly to produce, market and distribute our products or to do so
profitably.

Recent political, economic and regulatory influences are subjecting the healthcare industry to fundamental changes. Both the federal and state
governments in the United States and foreign governments continue to propose and pass new legislation and regulations designed to contain or reduce
the cost of healthcare, improve quality of care and expand access to healthcare, among other purposes. For example, the implementation of the
Affordable Care Act has changed healthcare financing and delivery by both governmental and private insurers substantially and has affected medical
device manufacturers significantly. Other legislative changes have also been proposed and adopted since the Affordable Care Act was enacted, which
included, among other things, reductions to Medicare payments to providers of 2% per fiscal year. These reductions went into effect in April 2013 and,
due to subsequent legislative amendments to the statute, will remain in effect through 2030, with the exception of a temporary suspension from May 1,
2020 through March 31, 2022, unless additional action is taken by Congress. In addition, on January 2, 2013, the American Taxpayer Relief Act of 2012
was signed into law which, among other things, further reduced Medicare payments to certain providers, including hospitals. The Medicare Access and
CHIP Reauthorization Act of 2015 (“MACRA”), 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 which began in 2019 that are based on
various performance measures and physicians’ participation in alternative payment models such as accountable care organizations. Future legislation
and regulatory changes, including, for example, the pending OTC regulatory framework, may result in, directly or indirectly, decreased coverage and
reimbursement for medical devices, which may further exacerbate industry-wide pressure to reduce the prices charged and market demand for medical
devices. This could harm our ability to market and generate sales from our products.

Our hearing aids may cause or contribute to adverse medical events that we are required to report to the FDA, and if we fail to do so, we would be
subject to sanctions that could harm our reputation, business, financial condition and results of operations. The discovery of serious safety issues
with our products, or a recall of our products either voluntarily or at the direction of the FDA or another governmental authority, could have a
negative impact on us.

We are subject to the FDA’s medical device reporting regulations and similar foreign regulations, which require us to report to the FDA when we receive
or become aware of information that reasonably suggests that one or more of our hearing aids may have caused or contributed to a death or serious
injury or malfunctioned in a way that, if the malfunction were to recur, it could cause or contribute to a death or serious injury. The timing of our
obligation to report is triggered by the date we become aware of the adverse event as well as the nature of the event. We may fail to report adverse
events of which we become aware within the prescribed timeframe. We may also fail to recognize that we have become aware of a reportable adverse
event, especially if it is not reported to us as an adverse event or if it is an adverse event that is unexpected or removed in time from the initial use of the
hearing aid device. If we fail to comply with our reporting obligations, the FDA could take action, including warning letters, untitled letters,
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administrative actions, criminal prosecution, imposition of civil monetary penalties, seizure of our products or, if premarket review is required in the
future, delay in clearance of future products.

The FDA and foreign regulatory bodies have the authority to require the recall of commercialized medical device products in the event of material
deficiencies or defects in design or manufacture of a product or in the event that a product poses an unacceptable risk to health. The FDA’s authority to
require a recall must be based on a finding that there is reasonable probability that the device could cause serious injury or death. We may also choose to
voluntarily recall a product if any material deficiency is found. A government-mandated or voluntary recall by us could occur as a result of an
unacceptable risk to health, component failures, malfunctions, manufacturing defects, labeling or design deficiencies, packaging defects or other
deficiencies or failures to comply with applicable regulations. We cannot assure you that product defects or other errors will not occur in the future.
Recalls involving our hearing aids could have a material adverse effect on our business, financial condition and results of operations.

Medical device manufacturers are required to maintain certain records of recalls and corrections, even if they are not reportable to the FDA. We may
initiate voluntary withdrawals or corrections for our hearing aid devices in the future that we determine do not require notification of the FDA. If the
FDA disagrees with our determinations, it could require us to report those actions as recalls and we may be subject to enforcement action. A future

recall announcement could harm our reputation with customers, potentially lead to product liability claims against us and negatively affect our sales.

We must manufacture our products in accordance with federal and state regulations, and we could be forced to recall our products or terminate
production if we fail to comply with these regulations.

The methods used in, and the facilities used for, the manufacture of our hearing aid devices must comply with the FDA’s QSR, which is a complex
regulatory scheme that covers the procedures and documentation of the design, testing, production, process controls, quality assurance, labeling,
packaging, handling, storage, distribution, servicing and shipping of medical devices. Furthermore, we are required to verify that our suppliers maintain
facilities, procedures and operations that comply with our quality and applicable regulatory requirements. The FDA enforces the QSR through periodic
announced or unannounced inspections of medical device manufacturing facilities, which may include the facilities of subcontractors, and such
inspections can result in warning letters, untitled letters and other regulatory communications and adverse publicity. Our hearing aid devices are also
subject to similar state regulations and various laws and regulations of foreign countries governing manufacturing.

We cannot guarantee that we or any subcontractors will take the necessary steps to comply with applicable regulations, which could cause delays in the
manufacture and delivery of our products. In addition, failure to comply with applicable FDA requirements or later discovery of previously unknown
problems with our products or manufacturing processes could result in, among other things:

. fines, injunctions or civil penalties;

. suspension or withdrawal of future clearances or approvals;
. refusal to clear or approve pending applications;

. seizures or recalls of our products;

. total or partial suspension of production or distribution;

. administrative or judicially imposed sanctions;

. refusal to permit the import or export of our products; and

. criminal prosecution.
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Any of these actions could significantly and negatively impact supply of our products. If any of these events occurs, our reputation could be harmed, we
could be exposed to product liability claims and we could lose customers and suffer reduced revenue and increased costs.

We are subject to numerous state and local hearing aid and licensure laws and regulations as well as state laws regulating the corporate practice of
audiology or fee splitting, and non-compliance with these laws and regulations may expose us to significant costs or liabilities and negatively impact
our business, financial condition and ability to operate in those states.

We are subject to numerous state and local hearing aid laws and regulations relating to, among other matters, licensure and registration of audiologists
and other individuals we employ or contract with to provide services and dispense hearing aids. Many states also have laws that regulate the corporate
practice of audiology, including exercising control, interfering with or influencing an audiologist or other hearing care specialist’s professional judgment
and entering into certain financial arrangements, such as splitting professional fees with audiologists. Other state and local laws and regulations require
us to maintain warranty and return policies for consumers allowing for the return of product and restrict advertising and marketing practices. These state
and local laws and regulations are complex, change frequently and have tended to become more stringent over time; additionally, these laws and their
interpretations vary from state to state and are enforced by state courts and regulatory authorities, each with broad discretion.

The FDCA preempts state laws relating to the safety and efficacy of medical devices and state laws that are different from or in addition to federal
requirements; some state laws relating to licensure, business registration, or administrative requirements may not be considered to be related to the
safety and efficacy of medical devices and therefore may not be preempted. In Missouri Board of Examiners for Hearing Instrument Specialists v.
Hearing Help Express, Inc. and METX, LLC v. Wal-Mart Stores Texas, LLC, the Eighth Circuit Court of Appeals and the U.S. District Court for the
Eastern District of Texas, respectively, have held that certain state laws relating to the fitting and dispensing of hearing aids are preempted because they
relate to the safety and efficacy of medical devices. Interpretative legal precedent and regulatory guidance vary by jurisdiction and are often sparse and
not fully developed, including which laws and regulations are preempted, complicating our compliance efforts. Accordingly, we cannot be certain that
our interpretation of laws and regulations applicable to our operations is correct, and regulatory authorities or other third parties may challenge our
existing organization. If such a claim were successful, we could be subject to adverse judicial or administrative interpretations and to civil or criminal
penalties. Our ability to operate profitably will depend, in part, on our ability to obtain and maintain any necessary licenses and other approvals and
operate in compliance with applicable state laws and regulations. A determination that we are in violation of applicable laws and regulations in any
jurisdiction in which we operate could have a material adverse effect on us, particularly if we are unable to restructure our operations and arrangements
to comply with the requirements of that jurisdiction, if we are required to restructure our operations and arrangements, including those with our
audiologists and other licensed professionals, at a significant cost, or if we are subject to penalties or other adverse action.

Additionally, applicable federal laws and regulations continue to evolve. For example, the FDARA set forth a process to create a category of OTC
hearing aids that are intended to be available without supervision, prescription, or other order, involvement or intervention of a licensed practitioner. The
FDA is currently engaged in a rulemaking process to publish a final regulation regarding OTC hearing aids. Under FDARA, the OTC hearing aid
controls that are the subject of the rulemaking, if finalized, would preempt any state or local requirement specifically related to hearing products that
would restrict or interfere with commercial activity involving OTC hearing aids. Additionally, the Biden Executive Order July 9, 2021 instructed the
FTC to review overly restrictive occupational licensing requirements that may impede the ability for licensed individuals to move between states. We
cannot predict the impact on our business of new or amended laws or regulations or any changes in the way existing and future laws and regulations are
interpreted or enforced, nor can we ensure we will be able to obtain or maintain any required licenses or permits. See the Risk Factor titled, “Changes in
the
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regulatory landscape for hearing aid devices could render our direct-to-consumer business model contrary to applicable regulatory requirements, and we
may be required to seek additional clearance or approval for our products.”

We may face risks related to any future international sales, including the need to obtain necessary foreign regulatory clearance or approvals.

Sales of our products outside the United States will subject us to foreign regulatory requirements that vary widely from country to country. The time
required to obtain clearances or approvals required by other countries may be longer than that required for FDA clearance or approval, and requirements
for such approvals may differ from FDA requirements. We may be unable to obtain regulatory approvals and may also incur significant costs in
attempting to obtain foreign regulatory approvals. If we experience delays in receipt of approvals to market our products in new jurisdictions, or if we
fail to receive these approvals, we may be unable to market our products in international markets in a timely manner, if at all, which could materially
impact our international expansion and adversely affect our business as a whole. Some international regulations may also limit the availability of our
hearing aids to customers in certain jurisdictions without our first obtaining a license or engaging a third party to provide such financing, or limit the
financing options we can offer our customers. If any of these risks were to materialize, they could limit our expected international expansion
opportunities, which could have a material adverse effect on our business, financial condition and results of operations.

Regulations in certain foreign countries may challenge our direct-to-consumer sales model.

Our business may also be affected by actions of domestic and foreign governments to restrict the activities of direct-to-consumer companies for various
reasons, including a limitation on the ability of direct-to-consumer companies to operate without the involvement of a traditional retail channel. To the
extent that we begin to offer our products in international markets, foreign governments may also introduce other forms of protectionist legislation, such
as limitations or requirements on where the products can or must be produced or requirements that non-domestic companies doing or seeking to do
business place a certain percentage of ownership of legal entities in the hands of local nationals to protect the commercial interests of its citizens.
Customs laws, tariffs, import duties, export and import quotas and restrictions on repatriation of foreign earnings and/or other methods of accessing cash
generated internationally, may negatively affect our local or corporate operations. Additionally, the U.S. government may impose restrictions on our
ability to engage in business in other countries in connection with the foreign policy of the United States. Any such restrictions on our
direct-to-consumer sales model in international jurisdictions could limit our ability to grow internationally, which could have a material adverse effect
on our business, financial condition and results of operations.

Our success depends in part on our proprietary technology, and if we are unable to obtain, maintain or successfully enforce our intellectual property
rights, the commercial value of our products and services will be adversely affected and our competitive position may be harmed.

Our success and ability to compete depend in part on our ability to maintain and enforce existing intellectual property and to obtain, maintain and
enforce further intellectual property protection for our products and services, both in the United States and in other countries. We attempt to protect our
intellectual property rights through a combination of patent, trademark, copyright and trade secret laws, as well as licensing agreements and third-party
confidentiality and assignment agreements. Our inability to do so could harm our competitive position. As of December 31, 2021, we had 23 issued U.S.
patents, 18 patents outside the United States, 7 pending U.S. patent applications and 10 pending foreign patent applications.

We rely on our portfolio of issued and pending patent applications in the United States and other countries to protect our intellectual property and our
competitive position. However, the patent positions of medical device companies, including our patent position, may involve complex legal and factual
questions, and, therefore, the scope, validity and enforceability of any patent claims that we may obtain cannot be predicted with certainty. Accordingly,
we cannot provide any assurances that any of our issued patents have, or that any of our currently
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pending or future patent applications that mature into issued patents will include, claims with a scope sufficient to protect our products and services. Our
pending and future patent applications may not result in the issuance of patents or, if issued, may not issue in a form that will be advantageous to us.
While we generally apply for patents in those countries where we intend to make, have made, use or sell patented products, we may not accurately
predict all of the countries where patent protection will ultimately be desirable. If we fail to timely file for a patent, we may be precluded from doing so
at a later date. Additionally, any patents issued to us may be challenged, narrowed, invalidated, held unenforceable or circumvented, or may not be
sufficiently broad to prevent third parties from producing competing products similar in design to our products.

Changes in either patent laws or in interpretations of patent laws in the United States and other countries may diminish the value of our intellectual
property or narrow the scope of our patent protection, which in turn could diminish the commercial value of our products and services. In addition, any
protection afforded by foreign patents may be more limited than that provided under U.S. patent and intellectual property laws. There can be no
assurance that any of our patents, any patents licensed to us or any patents which we may be issued in the future will provide us with a competitive
advantage or afford us protection against infringement by others, or that the patents will not be successfully challenged or circumvented by third parties,
including our competitors. Further, there can be no assurance that we will have adequate resources to enforce our patents.

In addition, from time to time we engage international consultants, contractors and other specialists to assist in our research and development activities.
Certain of these third parties may operate in jurisdictions where it is difficult or impossible for us to assert our intellectual property rights in case of
infringement or theft, either as a statutory or practical matter. We have engaged in, and may in the future engage in, various contractual relationships
with third parties outside the United States in connection with the development of our products, which may expose our technology and intellectual
property to a heightened risk of unauthorized use or theft.

Any of the foregoing risks, individually or in the aggregate, could have a material adverse effect on our competitive position, business, financial
condition, results of operations, and prospects.

If our trademarks and trade names are not 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 require us to devote resources to advertising and marketing
new brands. Further, there can be no assurance that competitors will not 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, 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 their 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.

We may become involved in lawsuits to protect or enforce our intellectual property, which could be expensive, time-consuming and unsuccessful.

Third parties, including our competitors, could be infringing, misappropriating or otherwise violating our intellectual property rights. While we are not
aware of any unauthorized use of our intellectual property, we do not regularly conduct monitoring for unauthorized use at this time. In the future, we
may from time to time, seek
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to analyze our competitors’ products and services, or seek to enforce our rights against potential infringement, misappropriation or violation of our
intellectual property. However, the steps we have taken to protect our proprietary rights may not be adequate to enforce our rights as against such
infringement, misappropriation or violation of our intellectual property. We may not be able to detect unauthorized use of, or take appropriate steps to
enforce, our intellectual property rights. Any inability to meaningfully enforce our intellectual property rights could harm our ability to compete and
reduce demand for our products and services.

We may in the future become involved in lawsuits to protect or enforce our intellectual property rights. An adverse result in any litigation proceeding
could harm our business. In any lawsuit we bring to enforce our intellectual property rights, a court may refuse to stop the other party from using the
technology at issue on grounds that our intellectual property rights do not cover the technology in question. If we initiate legal proceedings against a
third party to enforce a patent covering a product, the defendant could counterclaim that such patent is invalid or unenforceable. In patent litigation in
the United States, defendant counterclaims alleging invalidity or unenforceability are commonplace. Grounds for a validity challenge could be an
alleged failure to meet any of several statutory requirements, including lack of novelty, obviousness, or non-enablement. Grounds for an
unenforceability assertion could be an allegation that someone connected with prosecution of the patent withheld relevant information from the United
States Patent and Trademark Office (“USPTO”) or made a misleading statement, during prosecution. Mechanisms for such challenges include
re-examination, post-grant review, inter partes review, interference proceedings, derivation proceedings, and equivalent proceedings in foreign
jurisdictions (e.g., opposition proceedings). Such proceedings could result in the revocation of, cancellation of, or amendment to our patents in such a
way that they no longer cover our products, or any future products that we may develop.

The outcome following legal assertions of invalidity and unenforceability is unpredictable. With respect to the validity question, for example, we cannot
be certain that there is no invalidating prior art, of which we and the patent examiner were unaware during prosecution. If a third party were to prevail
on a legal assertion of invalidity or unenforceability, we would lose at least part, and perhaps all, of the patent protection on our products. Such a loss of
patent protection would have a material adverse impact on our business, financial condition, results of operations, and prospects.

Because of the substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our confidential
information could be compromised by disclosure during litigation. There could also be public announcements of the results of hearing, motions, or other
interim developments. If securities analysts or investors perceive these results to be negative, it could have a material adverse effect on the price of
shares of our common stock. Even if we ultimately prevail, a court may decide not to grant an injunction against further infringing activity and instead
award only monetary damages, which may not be an adequate remedy. Furthermore, the monetary cost of such litigation and the diversion of the
attention of our management could outweigh any benefit we receive as a result of the proceedings. Uncertainties resulting from the initiation and
continuation of patent litigation or other proceedings could have a material adverse effect on our business.

If we infringe, misappropriate or otherwise violate the intellectual property rights of third parties or are subject to an intellectual property
infringement or misappropriation claim, our ability to grow our business may be severely limited and our business could be adversely affected.

We may in the future be the subject of patent or other litigation. Our products and services may infringe, or third parties may claim that they infringe,
intellectual property rights covered by patents or patent applications under which we do not hold licenses or other rights. Third parties may own or
control these patents and patent applications in the United States and abroad. These third parties could bring claims against us that would cause us to
incur substantial expenses and, if successfully asserted against us, could cause us to pay substantial damages. Further, if a patent infringement or other
intellectual property-related lawsuit were brought against us, we could be forced to stop or delay production or sales of the product that is the subject of
the suit. From time to time, we have received and may in the future receive letters from third parties drawing our attention to their
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patent rights. While we take steps to ensure that we do not infringe upon, misappropriate or otherwise violate the rights of others, there may be other
more pertinent rights of which we are presently unaware. The defense and prosecution of intellectual property lawsuits could result in substantial
expense to us and significant diversion of effort by our technical and management personnel. An adverse determination of any litigation or interference
proceeding to which we may become a party could subject us to significant liabilities. As a result of patent infringement claims, or in order to avoid
potential claims, we may choose or be required to seek a license from the third party and be required to pay significant license fees, royalties or both.
Licenses may not be available on commercially reasonable terms, or at all, in which event our business would be materially and adversely affected.
Even if we were able to obtain a license, the rights may be nonexclusive, which could result in our competitors gaining access to the same intellectual
property. Ultimately, if we are unable to obtain such licenses, we could be forced to cease some aspect of our business operations, which could harm our
business significantly.

Changes in U.S. patent laws may limit our ability to obtain, defend and/or enforce our patents.

Any patent reform legislation could increase the uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or
defense of our issued patents. For example, the Leahy-Smith America Invents Act (the “Leahy-Smith Act”) included a number of significant changes to
U.S. patent law. These include provisions that affected the way patent applications are prosecuted and also affect patent litigation. The USPTO
developed regulations and procedures to govern administration of the Leahy-Smith Act, and many of the substantive changes to patent law associated
with the Leahy-Smith Act, and in particular, the first to file provisions, which became effective on March 16, 2013. The first to file provisions limit the
rights of an inventor to patent an invention if not the first to file an application for patenting that invention, even if such invention was the first
invention. Accordingly, it is not clear what, if any, impact the Leahy-Smith Act will have on the operation of our business.

However, the Leahy-Smith Act and its implementation could increase the uncertainties and costs surrounding the enforcement and defense of our issued
patents. For example, the Leahy-Smith Act provides that an administrative tribunal known as the Patent Trial and Appeals Board (“PTAB”) provides a
venue for challenging the validity of patents at a cost that is much lower than district court litigation and on timelines that are much faster. Although it is
not clear what, if any, long-term impact the PTAB proceedings will have on the operation of our business, the initial results of patent challenge
proceedings before the PTAB since its inception in 2013 have resulted in the invalidation of many U.S. patent claims. The availability of the PTAB as a
lower-cost, faster and potentially more potent tribunal for challenging patents could increase the likelihood that our own patents will be challenged,
thereby increasing the uncertainties and costs of maintaining and enforcing them.

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 companies, including our competitors or
potential competitors. Some of these employees, consultants and contractors may have executed proprietary rights, non-disclosure and non-competition
agreements in connection with such previous employment. Although we try to ensure that our employees and consultants do not use the intellectual
property, proprietary information, know-how or trade secrets of others in their work for us, we may be subject to claims that we or these individuals
have, inadvertently or otherwise, misappropriated the intellectual property or disclosed the alleged trade secrets or other proprietary information, of
these former employers, competitors or other third parties. Additionally, we may be subject to claims from third parties challenging our ownership
interest in or inventorship of intellectual property we regard as our own, based on claims that our agreements with employees or consultants obligating
them to assign intellectual property to us are ineffective or in conflict with prior or competing contractual obligations to assign inventions to another
employer, to a former employer, or to another person or entity. Litigation may be necessary to defend against claims, and it may be
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necessary or we may desire to enter into a license to settle any such claim; however, there can be no assurance that we would be able to obtain a license
on commercially reasonable terms, if at all. If our defense to those claims fails, in addition to paying monetary damages or a settlement payment, a court
could prohibit us from using technologies, features or other intellectual property that are essential to our products, if such technologies or features are
found to incorporate or be derived from the trade secrets or other proprietary information of the former employers. An inability to incorporate
technologies, features or other intellectual property that are important or essential to our products could have a material adverse effect on our business
and competitive position, and may prevent us from selling our products. In addition, we may lose valuable intellectual property rights or personnel. Even
if we are successful in defending against these claims, litigation could result in substantial costs and could be a distraction to management. Any
litigation or the threat thereof may adversely affect our ability to hire employees or contract with independent sales representatives. A loss of key
personnel or their work product could hamper or prevent our ability to commercialize our products, which could materially and adversely affect our
business, financial condition, operating results, cash flows and prospects.

If we are unable to continue to drive consumers to our website, it could cause our revenue to decrease.

Many consumers find our website by searching for hearing aid information through internet search engines or from word-of-mouth and personal
recommendations. A critical factor in attracting visitors to our website is how prominently we are displayed in response to search queries. Accordingly,
we use search engine marketing as a means to provide a significant portion of our customer acquisition. Search engine marketing includes both paid
website visitor acquisition on a cost-per-click basis and visitor acquisition on an unpaid basis, often referred to as organic or algorithmic search.

One method we employ to acquire visitors via organic search is commonly known as search engine optimization (“SEO”). SEO involves developing our
website in a way that enables the website to rank high for search queries for which our website’s content may be relevant. We also rely heavily on
favorable recommendations from our existing customers to help drive traffic to our website. If our website is listed less prominently or fails to appear in
search result listings for any reason, it is likely that we will attract fewer visitors to our website, which could adversely affect our revenue.

Risks relating to our common stock

If we fail to meet continued listing standards of the Nasdaq Stock Market LLC, our common stock may be delisted, which would have a material
adverse effect on the price of our common stock.

Our common stock is currently traded on the Nasdaq under the symbol “EAR.” In order for our securities to be eligible for continued listing on Nasdagq,
we must remain in compliance with certain Nasdaq continued listing standards. We were notified by Nasdaq on November 18, 2021 that we were not in
compliance with Nasdaq Listing Rule 5250(c)(1) for continued listing as a result of the delay in filing our Form 10-Q for the period ended

September 30, 2021 with the SEC. In accordance with Nasdaq Listing Rules, we have submitted a plan to regain compliance. Nasdaq has granted us an
exception of up to 180 days from the Form 10-Q original filing due date, or until May 16, 2022, to regain compliance. On March 2, 2022, we filed a
Form 12b-25 notifying the SEC that we would be unable to timely file our annual report on Form 10-K for the year ended December 31, 2021. One
March 4, 2022, we were notified again by Nasdaq that we were not in compliance with Nasdaq Listing Rule 5250(c)(1) for continued listing as a result
of the delay in filing this Annual Report on Form 10-K. As a result, we submitted to Nasdaq an update to our original plan to regain compliance.
Nasdaq’s notification dated March 4, 2022 indicated that any exception to allow us to regain compliance with all untimely filings will be limited to a
maximum of 180 calendar days from the due date of our Q3 10-Q, or May 16, 2022.

On May 11, 2022, we filed a Form 12b-25 notifying the SEC that we would be unable to timely file our Quarterly Report on Form 10-Q for the three
months ended March 31, 2022 (our “Q1 2022 10-Q”). On May 12, 2022, we received a letter from Nasdaq notifying us that because we remain
delinquent in filing our Q3 10-Q and Annual Report on Form 10-K, and, in addition, because we are delinquent in filing our Q1 2022 10-Q, we had not
regained compliance and will not meet the terms of the exception. The letter indicated that our securities would be subject to
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delisting on May 23, 2022 as a result of our non-compliance, unless on or before May 19, 2022 we request a hearing before the Nasdaq Hearings Panel
and request an extended stay of suspension or delisting. We intend to timely request a hearing before the Nasdaq Hearings Panel, at which hearing we
will present our plan to regain compliance and request the continued listing of our securities on Nasdaq pending our return to compliance. Such request
would automatically stay any suspension or delisting action by Nasdaq for a period of 15 days from the date of our request. The stay could be extended
at the option of the Nasdaq Hearings Panel upon our request and support of such extension, and we intend to ask the Nasdaq Hearings Panel for a further
stay concurrent with our request for a hearing and pending the ultimate conclusion of the hearing process.

If Nasdaq should delist our common stock for any reason and we are unable to obtain listing on another reputable national securities exchange, a
reduction in some or all of the following may occur, each of which could materially and adversely affect our stockholders:

. the liquidity of our common stock;

. the market price of our common stock;

. our ability to raise additional capital;

. the number of institutional and general investors that will consider investing in our common stock;
. the number of market makers in our common stock;

. the availability of information concerning the trading prices and volume of our common stock; and
. the number of broker-dealers willing to execute trades in shares of our common stock.

We have identified material weaknesses in our internal control over financial reporting and entity level controls. If our remediation of the material
weaknesses is not effective, or if we experience additional material weaknesses in the future or otherwise fail to maintain an effective system of
internal controls in the future, we may not be able to accurately or timely report our financial condition or results of operations, which may
adversely affect investor confidence in us and, as a result, the value of our common stock.

In connection with the preparation of our financial statements at the time of our IPO and through the current financial reporting period ended

December 31, 2021, we identified material weaknesses in our internal control over financial reporting and our entity level controls. A material weakness
is a deficiency, or combination of deficiencies, in internal controls such that there is a reasonable possibility that a material misstatement of our financial
statements will not be prevented or detected on a timely basis.

With respect to the material weakness related to internal control over financial reporting, we have implemented and are in the process of implementing
additional measures designed to improve our internal control over financial reporting to remediate this material weakness, including the hiring of
additional qualified supervisory resources, the engagement of additional technical accounting consulting resources and plans to hire additional finance
department employees.

With respect to the material weakness related to entity level controls related to a lack of sufficient qualified healthcare industry compliance and risk
management resources, including those necessary to provide appropriate oversight, monitor compliance, and to identify and mitigate risks with respect
to the financial reporting and disclosures of our operations, we intend to enhance our compliance and risk management processes with respect to our
operations in the healthcare industry to remediate this material weakness, including the hiring of additional qualified personnel, and the engagement of
additional specialized consulting resources.

We cannot assure you that the measures we intend to take will be sufficient to remediate the material weaknesses we have identified or avoid potential
future material weaknesses. While we believe that our efforts will enhance our internal control, remediation of the material weaknesses will require
further validation and testing of the design and operating effectiveness of internal controls over a sustained period of financial reporting cycles, and we
cannot assure you that we have identified all, or that we will not in the future have additional, material weaknesses.

57



Table of Contents

Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to relinquish rights to our technologies or
products.

Since our inception, our operations have been financed primarily by net proceeds from the sale of our convertible preferred stock and common stock,
indebtedness and revenue from the sales of our products. We anticipate our future capital requirements will be substantial and that we will need to raise
significant additional capital to fund our operations through equity or debt financing, or some combination thereof. We are currently exploring
fundraising opportunities to meet these capital requirements. If we are unable to raise additional funding to meet our operational needs, we will be
forced to limit or cease our operations.

In addition to our current capital needs, we regularly consider fundraising opportunities and may decide, from time to time, to raise capital based on
various factors, including market conditions and our plans of operation. We may seek funds through borrowings or through additional rounds of
financing, including private or public equity or debt offerings. Additional capital may not be available to us on acceptable terms on a timely basis, or at
all. If adequate funds are not available, or if the terms of potential funding sources are unfavorable, our business and our ability to develop our
technology and our products would be harmed. If we raise additional funds by issuing equity securities, our stockholders may suffer dilution and the
terms of any financing may adversely affect the rights of our stockholders. In addition, as a condition to providing additional funds to us, future
investors may demand, and may be granted, rights superior to those of existing stockholders. Debt financing, if available, is likely to involve restrictive
covenants limiting our flexibility in conducting future business activities, and, in the event of insolvency, debt holders would be repaid before holders of
our equity securities receive any distribution of our corporate assets. We also could be required to seek funds through arrangements with partners or
others that may require us to relinquish rights or jointly own some aspects of our technologies or products that we would otherwise pursue on our own.

If we are unable to implement and maintain effective internal control over financial reporting in the future, investors may lose confidence in the
accuracy and completeness of our financial reports and the market price of our common stock may decline.

As a public company, we are required to maintain internal control over financial reporting and to report any material weaknesses in such internal
controls. In addition, beginning with our annual report on Form 10-K for the year ended December 31, 2021, we will be required to furnish a report by
management on the effectiveness of our internal control over financial reporting, pursuant to Section 404 of the Sarbanes-Oxley Act. The process of
designing, implementing and testing the internal control over financial reporting required to comply with this obligation is time-consuming, costly and
complicated. If we fail to remediate identified material weaknesses or identity additional 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 assert
that our internal control over financial reporting is effective, investors may lose confidence in the accuracy and completeness of our financial reports and
the market price of our common stock could decline, and we could also become subject to investigations by the stock exchange on which our common
stock is listed, the SEC or other regulatory authorities, which could require additional financial and management resources.

As of December 31, 2021, we no longer qualify as an “emerging growth company,” and as a result, we will have to comply with increased disclosure
and compliance requirements.

As of December 31, 2021, based on the market value of our common stock on the relevant measurement date exceeding $700 million, we no longer
qualify as an emerging growth company and instead are deemed a “large accelerated filer” within the meaning of applicable SEC rules.

As a large accelerated filer, we are now (as of December 31, 2021) subject to certain disclosure and compliance requirements that apply to other public
companies but did not previously apply to us due to our status as an emerging growth company. We expect that the loss of emerging growth company
status and compliance with the additional requirements of being a large accelerated filer will increase our legal and financial compliance costs and cause
management and other personnel to divert attention from operational and other business matters to devote substantial time to public company reporting
requirements. In addition, if we are not able to comply with
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changing requirements in a timely manner, the market price of our stock could decline and we could be subject to sanctions or investigations by the
stock exchange on which our common stock is listed, the SEC, or other regulatory authorities, which would require additional financial and management
resources.

We incur significantly increased costs and are subject to additional regulations and requirements as a result of becoming a public company, which
could lower our profits or make it more difficult to run our business.

As a public company, we incur significant legal, accounting and other expenses that we did not incur as a private company, including costs associated
with public company reporting requirements. We also have incurred and will continue to incur costs associated with the Sarbanes-Oxley Act, and related
rules implemented by the SEC and the exchange our securities are listed on. The expenses generally incurred by public companies for reporting and
corporate governance purposes have been increasing. We expect these rules and regulations to increase our legal and financial compliance costs and to
make some activities more time-consuming and costly, although we are currently unable to estimate these costs with any degree of certainty. These laws
and regulations also could make it more difficult or costly for us to obtain certain types of insurance, including director and officer liability insurance,
and we may be forced to accept reduced policy limits and coverage or incur substantially higher costs to obtain the same or similar coverage. These laws
and regulations could also make it more difficult for us to attract and retain qualified persons to serve on our board of directors, on our board committees
or as our executive officers. Furthermore, if we are unable to satisfy our obligations as a public company, we could be subject to delisting of our
common stock, fines, sanctions, other regulatory action and potentially civil litigation.

If our operating and financial performance in any given period does not meet any guidance that we provide to the public, the market price of our
common stock may decline.

Any public guidance we provided regarding our expected operating and financial results for future periods is comprised of forward-looking statements
subject to the risks and uncertainties described in this Annual Report on Form 10-K and in our other public filings and public statements. Our actual
results may not always be in line with or exceed any guidance we provide, especially in times of economic uncertainty. If our operating or financial
results for a particular period do not meet any guidance we provide or the expectations of investment analysts, or if we reduce our guidance for future
periods, the market price of our common stock may decline. In September 2021, we withdrew our financial guidance for the fiscal year ended
December 31, 2021 as a result of uncertainties arising with respect to the DOJ investigation and claims audits (see “Management’s Discussion and
Analysis of Financial Condition and Results of Operations—DOJ investigation and settlement and claims audits” for more information). While we have
since provided some limited financial guidance, we cannot be certain if or when we will resume providing more fulsome financial guidance.

Our principal stockholders and management own a significant percentage of our stock and will be able to exert significant control over matters
subject to stockholder approval.

As of December 31, 2021, based on public filings, our current executive officers, directors, holders of 5% or more of our capital stock and their
respective affiliates held approximately 36.7% of our outstanding voting stock. Therefore, these stockholders will have the ability to influence us
through this ownership position. Depending on the involvement and action of other stockholders, these principal stockholders and management may be
able to determine all matters requiring stockholder approval. For example, these stockholders may be able to control elections of directors, amendments
of our organizational documents, or approval of any merger, sale of assets, or other major corporate transaction. This may prevent or discourage
unsolicited acquisition proposals or offers for our common stock that you may feel are in your best interest as one of our stockholders.

We have no current plans to pay cash dividends on our common stock; as a result, you may not receive any return on investment unless you sell your
common stock for a price greater than that which you paid for it.

We have never declared or paid cash dividends on our common stock, and we do not currently intend to pay any cash dividends on our common stock in
the foreseeable future. We currently intend to retain all available funds
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and any future earnings to fund the development and expansion of our business. Any future determination related to dividend policy will be made at the
discretion of our board of directors, subject to applicable laws, and will depend upon, among other factors, our results of operations, financial condition,
contractual restrictions and capital requirements. Also, unless waived, the terms of our 2018 Loan with Silicon Valley Bank generally prohibit us from
declaring or paying any cash dividends and other distributions. Additionally, our ability to pay cash dividends on our common stock may be limited by
the terms of any future debt or preferred securities we issue or any future credit facilities we enter into. As a result, you may not receive any return on an
investment in our common stock unless you sell your common stock for a price greater than that which you paid for it.

Sales of a substantial number of shares of our common stock in the public market could cause our stock price to fall.

If our existing stockholders sell, or indicate an intention to sell, substantial amounts of our common stock in the public market, the trading price of our
common stock could decline. We had a total of 39,307,093 shares of common stock outstanding as of December 31, 2021.

The holders of approximately 8.7 million shares of our common stock, or approximately 22% of our total outstanding common stock as of December 31,
2021, are entitled to rights with respect to the registration of their shares under the Securities Act. Registration of these shares under the Securities Act
would result in the shares becoming freely tradable without restriction under the Securities Act, except for shares purchased by affiliates. Any sales of
securities by these stockholders could have a material adverse effect on the trading price of our common stock.

Provisions in our charter documents and under Delaware law could discourage a takeover that stockholders may consider favorable and may lead to
entrenchment of management.

Our amended and restated certificate of incorporation and amended and restated bylaws contain provisions that could delay or prevent changes in
control or changes in our management without the consent of our board of directors. These provisions include:

. a classified board of directors with three-year staggered terms, which may delay the ability of stockholders to change the membership of a
majority of our board of directors;

. no cumulative voting in the election of directors, which limits the ability of minority stockholders to elect director candidates;

. the exclusive right of our board of directors to elect a director to fill a vacancy created by the expansion of the board of directors or the
resignation, death or removal of a director, which prevents stockholders from being able to fill vacancies on our board of directors;

. the ability of our board of directors to authorize the issuance of shares of preferred stock and to determine the price and other terms of
those shares, including preferences and voting rights, without stockholder approval, which could be used to significantly dilute the
ownership of a hostile acquiror;

. the ability of our board of directors to alter our amended and restated bylaws without obtaining stockholder approval;

. the required approval of at least 66%;% of the shares entitled to vote at an election of directors to adopt, amend or repeal our amended and
restated bylaws or to repeal certain provisions of our amended and restated certificate of incorporation;

. a prohibition on stockholder action by written consent, which forces stockholder action to be taken at an annual or special meeting of our
stockholders;
. the requirement that a special meeting of stockholders may be called only by our board of directors, which may delay the ability of our

stockholders to force consideration of a proposal or to take action, including the removal of directors; and
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. advance notice procedures that stockholders must comply with in order to nominate candidates to our board of directors or to propose
matters to be acted upon at a stockholders’ meeting, which may discourage or deter a potential acquiror from conducting a solicitation of
proxies to elect the acquiror’s own slate of directors or otherwise attempting to obtain control of us.

We are also subject to the anti-takeover provisions contained in Section 203 of the Delaware General Corporation Law. Under Section 203, a corporation
may not, in general, engage in a business combination with any holder of 15% or more of its capital stock unless the holder has held the stock for three
years or, among other exceptions, the board of directors has approved the transaction.

Claims for indemnification by our directors, officers and other employees or agents may reduce our available funds to satisfy successful third-party
claims against us and may reduce the amount of money available to us.

Our amended and restated certificate of incorporation and amended and restated bylaws provide that we will indemnify our directors and officers, in
each case to the fullest extent permitted by Delaware law.

In addition, as permitted by Section 145 of the Delaware General Corporation Law, our amended and restated bylaws and our indemnification
agreements that we have entered into with our directors, officers and certain other employees provide that:

. We will indemnify our directors and officers for serving us in those capacities or for serving other business enterprises at our request, to the
fullest extent permitted by Delaware law. Delaware law provides that a corporation may indemnify such person if such person acted in
good faith and in a manner such person reasonably believed to be in or not opposed to the best interests of the registrant and, with respect
to any criminal proceeding, had no reasonable cause to believe such person’s conduct was unlawful.

. We may, in our discretion, indemnify employees and agents in those circumstances where indemnification is permitted by applicable law.

. We are required to advance expenses, as incurred, to our directors and officers in connection with defending a proceeding, except that such
directors or officers shall undertake to repay such advances if it is ultimately determined that such person is not entitled to indemnification.

. We will not be obligated pursuant to our amended and restated bylaws to indemnify a person with respect to proceedings initiated by that
person against us or our other indemnitees, except with respect to proceedings authorized by our board of directors or brought to enforce a
right to indemnification.

. The rights conferred in our amended and restated bylaws are not exclusive, and we are authorized to enter into indemnification agreements
with our directors, officers, employees and agents and to obtain insurance to indemnify such persons.

. We may not retroactively amend our amended and restated bylaw provisions to reduce our indemnification obligations to directors,
officers, employees and agents.

Our amended and restated certificate of incorporation and amended and restated bylaws provide that the Court of Chancery of the State of Delaware
will be the exclusive forum for certain disputes between us and our stockholders, which could limit our stockholders’ ability to obtain a favorable
Jjudicial forum for disputes with us or our directors, officers or employees.

Our amended and restated certificate of incorporation and amended and restated bylaws provide that the Court of Chancery of the State of Delaware (or,
in the event that the Court of Chancery does not have jurisdiction, the federal district court for the District of Delaware or other state courts of the State
of Delaware) is the exclusive forum for any derivative action or proceeding brought on our behalf, any action asserting a claim of breach of fiduciary
duty, any action asserting a claim against us arising pursuant to the Delaware General Corporation Law, our amended and restated certificate of
incorporation or our amended and restated bylaws, or any action asserting a claim against us that is governed by the internal affairs doctrine; provided
that, the exclusive forum provision
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will not apply to suits brought to enforce any liability or duty created by the Exchange Act, or any other claim for which the federal courts have
exclusive jurisdiction; and provided further that, if and only if the Court of Chancery of the State of Delaware dismisses any such action for lack of
subject matter jurisdiction, such action may be brought in another state or federal court sitting in the State of Delaware. Our amended and restated
certificate of incorporation and amended and restated bylaws also provide that the federal district courts of the United States of America will be the
exclusive forum for the resolution of any complaint asserting a cause of action against us or any of our directors, officers, employees or agents and
arising under the Securities Act. Nothing in our amended and restated certificate of incorporation or amended and restated bylaws precludes
stockholders that assert claims under the Exchange Act from bringing such claims in state or federal court, subject to applicable law.

We believe these provisions may benefit us by providing increased consistency in the application of Delaware law and federal securities laws by
chancellors and judges, as applicable, particularly experienced in resolving corporate disputes, efficient administration of cases on a more expedited
schedule relative to other forums and protection against the burdens of multi-forum litigation. However, this choice of forum provision may limit a
stockholder’s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or any of our directors, officers, other employees or
stockholders, which may discourage lawsuits with respect to such claims, although our stockholders will not be deemed to have waived our compliance
with federal securities laws and the rules and regulations thereunder. Furthermore, the enforceability of similar choice of forum provisions in other
companies’ certificates of incorporation has been challenged in legal proceedings, and it is possible that a court could find these types of provisions to
be inapplicable or unenforceable. While the Delaware courts have determined that such choice of forum provisions are facially valid, a stockholder may
nevertheless seek to bring a claim in a venue other than those designated in the exclusive forum provisions, and there can be no assurance that such
provisions will be enforced by a court in those other jurisdictions. If a court were to find the choice of forum provision that will be contained in our
amended and restated certificate of incorporation and amended and restated bylaws to be inapplicable or unenforceable in an action, we may incur
additional costs associated with resolving such action in other jurisdictions, which could adversely affect our business and financial condition.

If securities analysts publish negative evaluations of our stock or stop publishing research or reports about our business, the price of our stock could
decline.

The trading market for our common stock relies in part on the research and reports that industry or financial analysts publish about us or our business.
We currently have research coverage by several financial analysts. If one or more of these analysts should drop research coverage of us or if one or more
of the analysts covering our business downgrade their evaluations of our stock, the price of our stock could decline. For example, certain of our analysts
downgraded our common stock following our announcement of the DOJ investigation and claims audits (see “Management’s Discussion and Analysis
of Financial Condition and Results of Operations— DOJ investigation and settlement and claims audits”), which may have contributed to a significant
decline in the price of our common stock. If one or more of these analysts cease to cover our stock, we could lose visibility in the market for our stock,
which in turn could cause our stock price to decline.

General risk factors

Engaging in acquisitions or strategic partnerships may increase our capital requirements, dilute our stockholders, cause us to incur debt or assume
contingent liabilities and subject us to other risks.

As part of our business strategy, we may acquire companies or businesses, enter into strategic partnerships and joint ventures and make investments to
further our business. Risks associated with these transactions include the following, any of which could adversely affect our revenue, gross margin,
profitability, cash flows and financial condition:

. increased operating expenses and cash requirements;
. the assumption of additional indebtedness or contingent liabilities;
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. assimilation of operations, intellectual property and products of an acquired company, including difficulties associated with integrating
new personnel;

. the diversion of our management’s attention from our existing product programs and initiatives in pursuing such a strategic merger or
acquisition;

. loss of key personnel, and uncertainties in our ability to maintain key business relationships;

. uncertainties associated with the other party to such a transaction, including the prospects of that party and their existing products or

product candidates and regulatory approvals;

. our inability to generate revenue from acquired technology and/or products sufficient to meet our objectives in undertaking the acquisition
or even to offset the associated acquisition and maintenance costs; and

. causing us to become subject to additional laws and regulations.

In addition, in connection with these acquisitions or strategic partnerships, we may issue dilutive securities, assume or incur debt obligations, incur large
one-time expenses and acquire intangible assets that could result in significant future amortization expense. Moreover, we may not be able to locate
suitable acquisition or partnership opportunities, and even if we do locate such opportunities we may not be able to successfully bid for or obtain them
due to competitive factors or lack of sufficient resources. This inability could impair our ability to grow or obtain access to technology or products that
may be important to the development of our business.

Our effective tax rate may vary significantly from period to period.

Various internal and external factors may have favorable or unfavorable effects on our future effective tax rate. These factors include, but are not limited
to, changes in tax laws both within and outside the United States, regulations and/or rates, structural changes in our business, new or changes to
accounting pronouncements, non-deductible goodwill impairments, changing interpretations of existing tax laws or regulations, changes in the relative
proportions of revenue and income before taxes in the various jurisdictions in which we operate that have differing statutory tax rates, the future levels
of tax benefits of equity-based compensation, changes in overall levels of pretax earnings or changes in the valuation of our deferred tax assets and
liabilities. Additionally, we could be challenged by state and local tax authorities as to the propriety of our sales tax compliance, and our results could be
materially impacted by these compliance determinations.

In addition, our effective tax rate may vary significantly depending on our stock price. The tax effects of the accounting for share-based compensation
may significantly impact our effective tax rate from period to period. In periods in which our stock price is higher than the grant price of the share-based
compensation vesting in that period, we will recognize excess tax benefits that will decrease our effective tax rate. In future periods in which our stock
price is lower than the grant price of the share-based compensation vesting in that period, our effective tax rate may increase. The amount and value of
share-based compensation issued relative to our earnings in a particular period will also affect the magnitude of the impact of share-based compensation
on our effective tax rate. These tax effects are dependent on our stock price, which we do not control, and a decline in our stock price could significantly
increase our effective tax rate and adversely affect our financial results.

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
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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
technology, 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, for example, in the case of misappropriation of a trade secret by an employee or third party
with authorized access, provide adequate protection for our proprietary information. Our security measures may not prevent an 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. We also have agreements with our employees, consultants and third parties that obligate them to assign
their inventions to us; however, 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.

We may be unable to enforce our intellectual property rights throughout the world.

The laws of some foreign 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 intellectual property rights in certain foreign jurisdictions. This could make it difficult for
us to stop infringement of our foreign patents, if obtained, or the misappropriation of our other 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 the
enforceability of patents against third parties, including government agencies or 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 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.

64



Table of Contents

Actual or perceived failures to comply with applicable data privacy and security laws, regulations, policies, standards, contractual obligations and
other requirements related to data privacy and security and changes to such laws, regulations, standards, policies and contractual obligations could
adversely affect our business, financial condition and results of operations.

The global data protection landscape is rapidly evolving, and there has been an increasing focus on privacy and data protection issues with the potential
to affect our business. We are or may become subject to numerous state, federal and foreign laws, requirements and regulations governing the collection,
transmission, use, disclosure, storage, retention and security of personal and personally-identifying information, such as information that we may collect
in connection with conducting our business in the United States and abroad. Implementation standards and enforcement practices are likely to remain
uncertain for the foreseeable future, and we cannot yet determine the impact future laws, regulations, standards or perception of their requirements may
have on our business. This evolution may create uncertainty in our business, affect our ability to operate in certain jurisdictions or to collect, store,
transfer use and share personal information, necessitate the acceptance of more onerous obligations in our contracts, result in liability or impose
additional costs on us. The cost of compliance with these laws, regulations and standards is high and is likely to increase in the future. Any failure or
perceived failure by us to comply with federal, state or foreign laws or regulation, our internal policies and procedures or our contracts governing our
processing of personal information could result in negative publicity, government investigations and enforcement actions, fines, imprisonment of
company officials and public censure, claims by third parties, damage to our reputation and loss of goodwill, any of which could have a material adverse
effect on our business, financial condition and results of operations.

In the ordinary course of our business, we collect and store sensitive data, including protected health information (“PHI”), personally identifiable
information (“PII”), intellectual property and proprietary business information owned or controlled by ourselves or our customers, third-party payors
and other parties. We also collect and store sensitive data of our employees and contractors. We manage and maintain our applications and data utilizing
cloud-based data centers for PII. We utilize external security and infrastructure vendors to manage parts of our data centers.

As our operations and business grow, we are and may become subject to or affected by new or additional data protection laws and regulations and face
increased scrutiny or attention from regulatory authorities. In the United States, HIPAA establishes, among other things, privacy and security standards
that limit the use and disclosure of PHI, and imposes certain obligations, including mandatory contractual terms, with respect to safeguarding the
privacy, security and transmission of PHI by covered entities, such as health plans, healthcare clearinghouses and healthcare providers, as well as their
business associates that perform certain services involving the use or disclosure of PHI, and their covered subcontractors. HIPAA requires covered
entities and their business associates to develop and maintain certain policies and procedures with respect to PHI that is used or disclosed. Further, in the
event of a breach of unsecured protected health information, HIPAA requires covered entities to notify each individual whose PHI is breached as well as
federal regulators and, in some cases, the media. Certain states have also adopted comparable privacy and security laws and regulations, some of which
may be more stringent than HIPAA. Such laws and regulations will be subject to interpretation by various courts and other governmental authorities,
thus creating potentially complex compliance issues for us and our future customers and strategic partners. Determining whether protected health
information has been handled in compliance with applicable privacy standards and our contractual obligations can be comple