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Item 8.01. Other Events.

On May 25, 2023, iRhythm Technologies, Inc. (the “Company”) received a warning letter from the U.S. Food and Drug Administration (the “FDA”), which
resulted from the inspection of the Company’s facility located in Cypress, California that concluded in August 2022. The warning letter alleges non-
conformities to regulations for medical devices, including medical device reporting requirements, relating to the Company’s Zio AT System and medical device
quality system requirements.

The Company takes these matters very seriously. The Company intends to respond within the specified time period and work diligently to address the FDA’s
concerns.

As part of the Company’s response to the FDA Form 483 that it received on August 12, 2022 (“483 observations”), the Company has already taken measures
intended to address certain items identified by the FDA. The Company intends to continue to undertake certain corrections and corrective actions and provide
regular updates to the FDA in response to the 483 observations. With the Company’s receipt of the warning letter, it intends to take appropriate action to further
address the 483 observations and other items identified in the warning letter with respect to the Zio AT System.

The warning letter does not directly restrict the manufacture, production or shipment of any of the Company’s products in the United States or require the
withdrawal of any product from the U.S. marketplace. At this time, the Company believes that its receipt of this warning letter, without further adverse action
initiated by the FDA, will not have a material impact to the Company’s financial results.

Although the Company intends to diligently respond to the concerns raised in the FDA’s warning letter, the Company cannot give any assurances that the FDA
will be satisfied with its response, the actions taken to resolve the concerns raised in the warning letter, or the expected date for the resolution of such matters.
Until the issues identified in the warning letter are resolved to the FDA’s satisfaction, additional legal or regulatory action may be taken with or without further
notice. Any further adverse action initiated by the FDA, depending on its magnitude, may impact or restrict us from effectively manufacturing, producing,
marketing or selling the Zio AT System, which is the focus of the warning letter, and could have a material adverse effect on our business, financial condition
and results of operations.

Cautionary Note Regarding Forward-Looking Statements

This Current Report on Form 8-K contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, and
Section 21E of the Securities Exchange Act of 1934, as amended, that are intended to be covered by the “safe harbor” created by those sections. These forward-
looking statements include the Company’s intent to respond to the warning letter in the timeframe required by the FDA, and the Company’s belief that its
receipt of the warning letter will not have a material impact on its financial results, absent further adverse action initiated by the FDA. Forward-looking
statements, which describe future plans, strategies, expectations and events, can otherwise generally be identified by the use of forward-looking terms such as
“believe,” “expect,” “may,” “will,” “should,” “would,” “could,” “seek,” “intend,” “plan,” “goal,” “project,” “estimate,” “anticipate” or other similar or
comparable terms. These forward-looking statements are based on current beliefs, expectations and assumptions that are subject to significant risks,
uncertainties and changes in circumstances that could cause actual results to differ materially from the forward-looking statements. These and other risks are
described in more detail in Part I, Item 1A “Risk Factors” of the Company’s most recent Annual Report on Form 10-K and the subsequently filed Company’s
Quarterly Report on Form 10-Q. You should not rely upon forward-looking statements as predictions of future events. The forward-looking statements included
in this Current Report on Form 8-K speak only as of the date hereof, and except as required by law, the Company expressly disclaims any intent, obligation or
undertaking to release publicly any updates or revisions to any forward-looking statements to reflect any change in the Company’s expectations with regard
thereto or any change in events, conditions or circumstances on which any such statements are based.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be signed on its behalf by
the undersigned, hereunto duly authorized.

IRHYTHM TECHNOLOGIES, INC.

Date: May 30, 2023 By: /s/ Brice Bobzien
Brice Bobzien
Chief Financial Officer




