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Item 8.01. Other Events.
 
As previously disclosed, BioCryst Pharmaceuticals,
 Inc. (the “Company”) received a notice letter (the “Notice Letter”) from Annora Pharma Private
Limited (“Annora”)
 advising that Annora has submitted an Abbreviated New Drug Application (“ANDA”) to the U.S. Food and Drug Administration
(“FDA”)
seeking approval to manufacture, use or sell a generic version of ORLADEYO in the United States prior to the expiration of three patents
listed in
the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (the “Orange Book”): U.S. Patent
 Nos. 10,662,160; 11,117,867; and
11,618,733 (the “Challenged Patents”). The Notice Letter alleges that the Challenged Patents,
which expire in 2039, are invalid, unenforceable and/or will
not be infringed by the commercial manufacture, use or sale of the generic
product described in Annora’s ANDA. The Notice Letter does not challenge the
following six ORLADEYO Orange Book patents that
expire in 2035:  U.S. Patent Nos. 10,125,102; 10,329,260; 10,689,346; 11,230,530; 11,708,333; and
12,116,346.  
 
On March 10, 2025, the Company filed a patent infringement lawsuit
in the United States District Court for the District of Delaware against Annora, Hetero
Labs Limited, Hetero USA, Inc., and Camber Pharmaceuticals,
 Inc. (the “Defendants”), asserting infringement of the Challenged Patents arising from
Annora’s ANDA filing with the
 FDA. The Company is seeking, among other remedies, equitable relief enjoining the Defendants from infringing the
Challenged Patents, as
well as an order that the effective date of any FDA approval of the ANDA would be a date no earlier than the expiration of the
Challenged
 Patents (including any regulatory extensions). The Company intends to vigorously defend its
 intellectual property rights protecting
ORLADEYO.
 
Forward-Looking Statements
 
This Current Report on Form 8-K contains forward-looking statements,
including statements regarding the Company’s intention to vigorously defend its
intellectual property rights. These statements involve
 known and unknown risks, uncertainties and other factors which may cause actual results,
performance or achievements to be materially
different from any future results, performance or achievements expressed or implied by the forward-looking
statements. These statements
reflect our current belief with respect to future events and are based on assumptions and are subject to risks and uncertainties.
Given
 these uncertainties, you should not place undue reliance on these  forward-looking statements. Some of the factors that could affect
 the  forward-
looking statements contained herein include: the Company’s ability to successfully enforce its intellectual property
rights and to defend its patents; the costs
associated with the patent infringement lawsuit or any potential future lawsuits the Company
may be required to file to defend its patent rights; and the
possible introduction and timing of generic competition to ORLADEYO. Please
refer to the documents the Company files periodically with the Securities
and Exchange Commission, specifically the Company’s most
recent Annual Report on Form 10-K, Quarterly Reports on Form 10-Q, and Current Reports
on Form 8-K, which identify important factors that
 could cause the actual results to differ materially from those contained in the Company’s  forward-
looking statements.
 
 
 
 
 
 
 

 



 
SIGNATURE

 
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:  March 11, 2025   BioCryst Pharmaceuticals, Inc.

   

 
 
By:

 
 
/s/ Alane Barnes

      Alane Barnes
      Chief Legal Officer
 
 
 
 
 
 
 
 
 
 


