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Item 7.01 Regulation FD Disclosure
 

As previously announced, Atossa Therapeutics, Inc. (“Atossa”) filed an investigational new drug application (the “IND”) with the U.S. Food and
Drug Administration (the “FDA”) to initiate a Phase 2 neoadjuvant clinical study of Atossa’s proprietary (Z)-endoxifen formulation (the “Drug
Product”) in premenopausal women with early-stage estrogen receptor positive and HER2 negative breast cancer in the United States (the
“Neoadjuvant Study”).

 
The FDA has communicated to Atossa that the IND requires the following additional information: (i) certain additional stability data concerning the
Drug Product (studies supporting the Drug Product stability are ongoing) and (ii) non-significant revisions to the Neoadjuvant Study protocol and
informed consent form. 

 
Atossa plans to complete the required ongoing studies and submit the information required by the FDA by the end of the third quarter 2022 and to
initiate enrollment into the Neoadjuvant Study, on schedule, in the fourth quarter 2022.  Unless and until the required information, and any additional
information the FDA may require, can be provided to the FDA the Neoadjuvant Study is on clinical hold and cannot commence. No assurance can be
provided that the FDA will accept the information Atossa plans to provide or that the Neoadjuvant Study will commence.

 
Atossa continues to recruit participants for its ongoing Phase 2 clinical study of (Z)-endoxifen in premenopausal women with measurable breast
density in Stockholm, Sweden.

 
 

The information in Item 7.01 shall not be deemed to be “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, or
otherwise subject to the liabilities of that Section or Sections 11 and 12(a)(2) of the Securities Act of 1933, as amended. The information contained in
this Item 7.01 shall not be incorporated by reference into any filing with the U.S. Securities and Exchange Commission made by Atossa, whether
made before or after the date hereof, regardless of any general incorporation language in such filing.

 
* * *
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