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Item 8.01 Other Events.
 

On December 26,
2023, Coherus BioSciences, Inc. (the “Company”) issued a press release announcing that the U.S. Food and Drug
Administration
(“FDA”) approved UDENYCA ONBODY™, the Company's on-body injector (OBI) presentation of
UDENYCA® (pegfilgrastim-cbqv), a pegfilgrastim
biosimilar administered the day after chemotherapy to decrease the incidence of
infection as manifested by febrile neutropenia.
 

Key features of the UDENYCA
ONBODY™ include an indicator and status light and auditive signal that help patients confirm the dose has been
administered and
 a strong and well-tolerated adhesive. After the dose is administered, the needle automatically retracts, which reduces the risk of
needlestick
injury.

 
The approval of UDENYCA ONBODY
 was supported by a comprehensive analytical and clinical data package, including pharmacokinetic and

pharmacodynamic bioequivalence data
as well as adhesive performance and tolerability data.
 
Commercial availability of
UDENYCA ONBODY is planned for the first quarter of 2024.
 

Forward-Looking Statements
 

Except for the historical information contained herein, the matters set forth in this Current Report on Form
8-K are forward-looking statements within
the meaning of the “safe harbor” provisions of the Private Securities Litigation
 Reform Act of 1995, including, but not limited to, the Company’s
expectations regarding the timing of UDENYCA ONBODY’s commercial
 availability. Such forward-looking statements involve substantial risks and
uncertainties that could cause the Company’s actual
results, performance or achievements to differ significantly from any future results, performance or
achievements expressed or implied
by the forward-looking statements. Such risks and uncertainties include, among others, risks related to the Company’s
existing and
potential collaboration partners; the risks and uncertainties inherent in the clinical drug development process; risks relating to competition;
the
risk of FDA review issues; risks related to the supply, manufacturing and distribution of the UDENYCA ONBODY; and the risks and uncertainties
of
possible litigation. All forward-looking statements contained in this press release speak only as of the date of this press release.
The Company undertakes
no obligation to update or revise any forward-looking statements. For a further description of the significant
risks and uncertainties that could cause actual
results to differ from those expressed in these forward-looking statements, as well as
 risks relating to the Company’s business in general, see the
Company’s Quarterly Report on Form 10-Q for the fiscal quarter
 ended September 30, 2023, filed with the Securities and Exchange Commission on
November 6, 2023, including the section therein captioned
“Risk Factors” and in other documents that the Company files with the Securities and Exchange
Commission.
 

 



 

 
SIGNATURES

 
Pursuant to the requirements of the Securities
Exchange Act of 1934, as amended, the registrant has duly caused this report to be signed on its behalf

by the undersigned hereunto duly
authorized.
 
Date: December 26, 2023 COHERUS BIOSCIENCES, INC.

By: /s/ Dennis
M. Lanfear
Name: Dennis M. Lanfear
Title: President and Chief Executive Officer

 

 
 


