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Item 8.01. Other Information
 
 

As previously disclosed on April 27, 2023, AcelRx Pharmaceuticals, Inc. (the "Company") submitted a request to the U.S. Food and Drug
Administration ("FDA") pursuant to section 564 of the Federal Food, Drug, and Cosmetic Act ("FDCA") for Emergency Use Authorization ("EUA") for
Niyad™ (lyophilized vial containing nafamostat for injection), for use as a regional anticoagulant in patients receiving Continuous Renal Replacement
Therapy (“CRRT”) who cannot tolerate heparin or are at a higher risk of bleeding. On September 22, 2023, the FDA notified the Company that due to the
volume of EUA requests the FDA has received, the FDA has determined that review of the Niyad EUA is not a priority and has therefore  declined to issue
an EUA for Niyad at this time pursuant to the FDA’s current prioritization of EUA requests. In the notice letter, the FDA encouraged the Company to
continue to assess clinical development of the Niyad device. The Company plans to initiate a registrational study of Niyad later this year and anticipates
submitting a Pre-Market Application (“PMA”) for Niyad to the FDA in 2024.
 
 

This Current Report on Form 8-K contains "forward-looking" statements within the meaning of Section 27A of the Securities Act of 1933 and
Section 21E of the Securities Exchange Act of 1934, including statements related to the timing of its registrational study of Niyad and the Company’s belief
that the results of the study should support a PMA submission to the FDA for Niyad and the timing of such submission. The words "may," "will," "could,"
"would," "should," "expect," "intend," "plan," "anticipate," "believe," "estimate," "predict," "project," "potential," "continue," "ongoing" and similar
expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these identifying words. While the
Company believes its plans, intentions and expectations reflected in those forward-looking statements are reasonable, these plans, intentions or
expectations may not be achieved. The Company's actual results, performance or achievements could differ materially from those contemplated, expressed
or implied by the forward-looking statements. For information about the factors that could cause such differences, please refer to the Company's Annual
Report on Form 10-K for the year ended December 31, 2022, including the information discussed under the captions "Item 1 Business," "Item 1A. Risk
Factors" and "Item 7 Management's Discussion and Analysis of Financial Condition and Results of Operations," as well as the Company's various other
filings with the SEC. Given these uncertainties, you should not place undue reliance on these forward-looking statements. The Company assumes no
obligation to update any forward-looking statement.
 
Item 9.01. Financial Statements and Exhibits.
 

(d) Exhibits.
 
Exhibit
Number   Description
   
104   Cover Page Interactive Data File (embedded within the Inline XBRL document).

 



 
 

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 hereunto duly authorized.
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  By:   /s/ Raffi Asadorian  
    Raffi Asadorian  
    Chief Financial Officer  
 
 


