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Item 8.01 Other Events.
 
On July 1, 2019, Cytori Therapeutics, Inc. (the “Company”) announced that it received feedback from the United States Food and Drug Administration (“FDA”) regarding

the development of ATI-1123.  Key feedback from the FDA included that a 505(b)(2) application appears to be an acceptable regulatory approach with docetaxel injection as a
potentially acceptable listed drug (“LD”). Furthermore, the FDA agreed that the completed nonclinical studies are sufficient to support the initiation of the clinical trial of ATI-1123
in patients with platinum-sensitive small cell lung cancer who have progressed at least 60 days after initiation of first-line therapy. 

The purpose of the Company’s FDA submission was to clarify certain key aspects of the Company’s future development plan including: (1) the suitability of the
505(b)(2) pathway for approval of the proposed ATI-1123 drug product, including the proposed LD, (2) the adequacy of the referenced clinical, nonclinical and pharmaceutical
quality information, in combination with the proposed drug development program, to support the new drug application and (3) any concerns that the FDA may have with regard to
other filing issues specific to the product.

 
***

 
This Current Report on Form 8-K contains forward-looking statements within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended. All

statements other than statements of historical facts contained in this Current Report on Form 8-K are forward-looking statements, including statements regarding the planned
development of ATI-1123 and the potential of acceptance of ATI-1123 as a LD by the FDA. In some cases, you can identify forward-looking statements by terms such as “may,”
“will,” “should,” “expect,” “plan,” “anticipate,” “could,” “intend,” “target,” “project,” “contemplates,” “believes,” “estimates,” “predicts,” “potential” or “continue” or the negative
of these terms or other similar expressions. These forward-looking statements speak only as of the date of this Current Report on Form 8-K and are subject to a number of risks,
uncertainties and assumptions, including: the sufficiency of the Company’s capital resources to conduct clinical trials; the ability of the Company to regain compliance with Nasdaq
continued listing requirements, failure of which could result in the Company’s common stock being delisted from the exchange; and the risks described under the “Risk Factors”
section in the Company’s Securities and Exchange Commission filings, included in the Company’s annual and quarterly reports. The events and circumstances reflected in the
Company’s forward-looking statements may not be achieved or occur and actual results could differ materially from those projected in the forward-looking statements. Except as
required by applicable law, the Company does not plan to publicly update or revise any forward-looking statements contained herein, whether as a result of any new information,
future events, changed circumstances or otherwise.
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