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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:
 
[  ] Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
  
[  ] Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
  
[  ] Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
  
[  ] Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

 
Securities registered pursuant to Section 12(b) of the Act:

 
Title of each class  Trading symbol(s)  Name of each exchange on which registered

Common Stock, par value $0.001 per share  ETON  NASDAQ Global Market
 
Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).
 
Emerging growth company [X]
 
If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new
or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. [X]
 
 

 
 



 
 
Item 8.01 Other Events.
 
On September 16, 2020, Eton Pharmaceuticals, Inc. issued a press release reporting that its partner has not yet received a communication from the U.S.
Food and Drug Administration (FDA) regarding its decision on the review of EM-100. A copy of the press release is attached as Exhibit 99.1 to this
Current Report on Form 8-K.
 
Item 9.01 Financial Statements and Exhibits
 
Exhibit 99.1 Press Release dated September 16, 2020
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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
hereunto duly authorized.

 
Date: September 16, 2020 By: /s/ W. Wilson Troutman
  W. Wilson Troutman
  Chief Financial Officer and Secretary
  (Principal Financial Officer)
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Exhibit 99.1

 
Eton Pharmaceuticals Provides Update on the FDA Review of EM-100
 
DEER PARK, Ill., Sept. 16, 2020 (GLOBE NEWSWIRE) — Eton Pharmaceuticals, Inc (Nasdaq: ETON), a specialty pharmaceutical company focused on
developing and commercializing innovative drug products, reported that its partner has not yet received a communication from the U.S. Food and Drug
Administration (FDA) regarding its decision on the review of EM-100. EM-100’s Generic Drug User Fee Act (GDUFA) target action date was September
15th. The company is not aware of any information requests outstanding and expects the FDA to communicate a decision shortly.
 
About Eton Pharmaceuticals
 
Eton Pharmaceuticals, Inc. is a specialty pharmaceutical company focused on developing, acquiring, and commercializing innovative products. Eton is
primarily focused on hospital injectable and pediatric rare disease products. The company’s first commercial product, Biorphen, is the only FDA approved
ready-to-use formulation of phenylephrine injection and was launched in December 2019. The company’s lead pediatric product is the orphan drug
Alkindi® Sprinkle, which is currently under review with the FDA.
 
Company Contact:
 
David Krempa
dkrempa@etonpharma.com
612-387-3740
 

 


