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Item 8.01 Other Events.

On August 6, 2025, Tandem Diabetes Care, Inc. (the “Company”) received 510(k) clearance from the U.S. Food and Drug Administration for the
SteadiSet™ infusion set (“SteadiSet”) for up to seven days of use. SteadiSet is a wearable infusion set that delivers insulin from an insulin pump to the
body and features an integrated inserter with a hidden needle designed for one-handed insertion. SteadiSet is designed to provide patients with type 1
diabetes continuous insulin delivery during the indicated use period.

The Company plans to launch SteadiSet technology as a standalone infusion set for the t:slim X2 and Tandem Mobi pumps and as a component of
the Company’s future Tandem Mobi tubeless insulin delivery system. The Company will be focusing on the scale-up of manufacturing operations and pre-
commercial activities over the next several quarters. Financial details related to these efforts will be provided in future earnings announcements.

Forward-Looking Statements

This report 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. These forward-looking statements relate to the Company’s plans and timing for launching SteadiSet,
the anticipated launch of Tandem Mobi’s tubeless insulin delivery system, and the Company’s focus on scaling its manufacturing operations. These
forward-looking statements are subject to numerous risks and uncertainties, including risks related to the potential safety and other complications from the
Company’s pumps and associated technologies, including SteadiSet; the ability to maintain regulatory clearance for the Company’s products; supply and
manufacturing risks, including those associated with scale-up activities; the scope, progress and expansion of developing and commercializing the
Company’s products; the size and growth of the market for the Company’s products compared to competitor products; the Company’s ability to protect its
intellectual property; the impact of government laws, regulations and policies; and other risks identified under the “Risk Factors” heading in the Company’s
Quarterly Report on Form 10-Q for the quarter ended June 30, 2025, as filed with the Securities and Exchange Commission. Readers are cautioned not to
place undue reliance on these forward-looking statements, which speak only as of the date of this report. Actual results could differ materially from those
anticipated or projected in the forward-looking statements. The Company undertakes no obligation to update or review any forward-looking statement in
this report because of new information, future events or other factors.
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