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On September 3, 2020, NANO-X IMAGING LTD (the “Company”) submitted its official response to an accredited Review
Organization under the U.S. Food and Drug Administration’s (“FDA”) 510(k) Third Party Review Program (the “Third Party
Review Program”) as part of the Company’s 510(k) application process for a single-source version of the Nanox.ARC.
The submission served as a reply to the additional information request received from the Third Party Review Program. The
response includes additional data and other information to complete the application and to address certain deficiencies
highlighted by the reviewer, including the results of certain performance tests, and was submitted within the required time frame.
The Company submitted its original 510(k) application under the Third Party Review Program in January 2020 and received the
additional information request in March 2020. The submission was based on a predicate filing for an equivalence claim to an
existing FDA-approved X-ray imaging system by another market participant, and no new claims were made as to the operation,
image quality or functionality of the Nanox.ARC versus the predicate device. The Company’s original timeline for completing
the application was delayed due to the impact of COVID-19 on the external labs it works with to complete its product testing.
The Company plans to continue to optimize and develop further features of the Nanox.ARC, and plans to submit an additional
510(k) application under the Third Party Review Program with respect to the multiple-source Nanox.ARC during the fourth
quarter of 2020.
The information contained in this report is hereby incorporated by reference into the Registration Statement on Form S-8, File
No. 333-248322.
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