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Item 8.01

Other Events.

Eargo, Inc. (“Eargo” or the “Company”) is providing the following information regarding the final rule published by the United States Food and
Drug Administration (“FDA”) on August 17, 2022, which establishes new regulatory categories for over-the-counter (“OTC”) and prescription hearing aids
(the “OTC Final Rule”), and the Company’s plans to market its devices as OTC hearing aids in accordance with the OTC Final Rule. The OTC Final Rule
includes revised requirements for labelling, conditions of sale, performance standards, design requirements and other provisions under which manufacturers
may elect to market hearing aids as either OTC or prescription devices, or both. The OTC Final Rule becomes effective on October 17, 2022, although
certain currently marketed devices have until April 14, 2023 to come into compliance with the OTC Final Rule.
OTC hearing aids are intended to be available without supervision, prescription or other order, involvement or intervention of a licensed
practitioner. Following the effective date of the OTC Final Rule, customers can not only learn about Eargo hearing aids and obtain general information
about their hearing through the Company’s current hearing screeners, they can also purchase or order Eargo hearing aids in retail settings. Eargo’s selfadministered hearing screeners are intended to be part of a 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. The Company has a select number of commercial partnerships
to, among other things, facilitate the retail experience, and intends to continue to pursue additional opportunities for in-person customer engagement.
The Company plans to market its devices as OTC hearing aids and intends to comply with all applicable OTC regulatory requirements as of the
compliance date for currently marketed devices on April 14, 2023, or sooner, while also potentially selling its products as prescription devices. In June
2022, the Company submitted a 510(k) premarket notification seeking FDA clearance of expanded labelling for Eargo 5 and 6 hearing aids as “selffitting.” In August 2022, the FDA requested additional data and information in support of the Company’s pending 510(k) submission to market Eargo 5
and 6 as self-fitting hearing aids, including additional clinical study data. While the Company is working to produce this data expediently, if it is unable to
obtain 510(k) clearance for Eargo 5 and 6 as self-fitting hearing aids, it may need to remove certain product features and revise current and future
marketing plans for these products in order to market them OTC.
Prior to the effective date of the OTC Final Rule, no OTC category of hearing aids existed, and certain carriers excluded from coverage so-called
“over-the-counter” hearing aids and enhancement devices (such as personal sound amplification products, or “PSAPs”). Accordingly, the new regulatory
category of OTC hearing aids created with the OTC Final Rule may not be covered under certain plans as currently written, until such time as such carriers
update their coverage policies to reflect the newly established OTC category under the OTC Final Rule, if ever. In addition, even if health plans update
their coverage policies to include the new regulatory category of OTC hearing aids, they nonetheless may require a prescription, evaluation or diagnostic
test conducted by a licensed healthcare professional to establish medical necessity. The Company intends to work with such carriers to establish coverage
as necessary.

Forward-Looking Statements
This Current Report on Form 8-K contains forward-looking statements within the meaning of Section 27A of the Securities Act and Section 21E
of the Securities Exchange Act of 1934, as amended. All statements other than statements of historical fact contained in this Current Report are forwardlooking statements, including statements regarding the future effects of the OTC Final Rule, the Company’s ability to add full retail and physical locations
or experiences, the impact of the OTC Final Rule and the Company’s assessment, ability and timing for compliance with the new requirements, and the
Company’s intention to work with carriers to establish coverage as necessary. Forward-looking statements are not guarantees of future performance and are
subject to risks, uncertainties and assumptions that could cause actual results and events to differ materially from those anticipated, including, but not
limited to, risks, uncertainties and assumptions related to: completion of the Company’s rights offering; the extent to which the Company may be able to
validate processes to support the submission of claims for reimbursement from the FEHB program or other insurance programs in the future, if at all, and
the Company’s ability to maintain or increase insurance coverage of Eargo hearing aids; the timing or results of ongoing claims audits and medical records
reviews by third-party payors; the extent of losses from hearing aids delivered to customers from September 21, 2021 until December 8, 2021; the impact
of third-party payor audits and the regulatory landscape for hearing aid devices on the Company’s business and results of operations; the Company’s
expectations concerning additional orders by existing customers; the Company’s expectations regarding the potential market size and size of the potential
consumer populations for its products and any future products, including insurance coverage of Eargo hearing aids; the Company’s ability to release new
hearing aids and the anticipated features of any such hearing aids; developments and projections relating to the Company’s competitors and its industry,
including competing products; the Company’s ability to maintain its competitive technological advantages against new entrants in its industry; the pricing
of the Company’s hearing aids; the Company’s expectations regarding the ability to make certain claims related to the performance of its hearing aids
relative to competitive products; the Company’s expectations with regard to changes in the regulatory landscape for hearing aid devices, including the
implementation of the OTC hearing aid regulatory framework and the Company’s assessment, ability and timing for compliance with the new
requirements; and the Company’s estimates regarding the COVID-19 pandemic, including, but not limited to, its duration and its impact on the Company’s
business and results of operations. These and other risks are described in greater detail under the section titled “Risk Factors” contained in the Company’s
Annual Report on Form 10-K, Quarterly Reports on Form 10-Q and other filings with the U.S. Securities and Exchange Commission. Any forward-looking
statements in this Current Report are made pursuant to the Private Securities Litigation Reform Act of 1995, as amended, are based on current expectations,
forecasts and assumptions, and speak only as of the date of this press release. Except as required by law, the Company undertakes no obligation to publicly
update any forward-looking statements, whether as a result of new information, future events or otherwise.
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