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On November 24, 2021, IceCure Medical Ltd. (the “Company” or “IceCure”) submitted a pre-submission package to the U.S. Food and Drug Administration (the

“FDA”) in which the Company proposed an intended use for early stage breast cancer and high risk to surgery for the Company’s IceCure family of systems and suggested a De
Novo classification. Since the Company was previously granted Breakthrough Device Designation from the FDA for its ProSense system, this pre-submission package included
a request for a sprint discussion under FDA procedures.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned, thereunto

duly authorized.
 
 IceCure Medical Ltd.
   
Date: December 3, 2021 By: /s/ Eyal Shamir
  Name: Eyal Shamir
  Title: Chief Executive Officer
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