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Item 7.01. Regulation FD Disclosure.
On March 18, 2021, following a meeting with the Committee for Orphan Medicinal Products, which is the European Medicines Agency's (“EMA”)
committee responsible for recommending orphan designation of medicines for rare diseases, BioCryst Pharmaceuticals, Inc. (the "Company") withdrew its
application for orphan medicinal product designation for ORLADEYO™ (berotralstat) in the European Union (“EU”). Orphan medicinal product
designation conveys 10 years of market exclusivity on a product and allows a pharmaceutical company to benefit from incentives from the EU, such as
protection from competition once approved. The current patent and patent applications covering ORLADEYO in the EU extend beyond that 10-year
period into 2039.
Previously, on February 25, 2021, the Company announced that the Committee for Medicinal Products for Human Use of the EMA had adopted a positive
opinion recommending the approval of ORLADEYO for routine prevention of recurrent attacks of hereditary angioedema in adult and adolescent patients
aged 12 years and older. Based on this positive opinion, the Company expects an approval decision on ORLADEYO in the EU in the second quarter of
2021.
The information in this Current Report on Form 8-K shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as
amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference into any filing made
by the Company under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such filing.
Forward-Looking Statements
This Current Report on Form 8-K contains forward-looking statements, including statements regarding the Company’s expectations for ORLADEYO.
These statements involve known and unknown risks, uncertainties and other factors which may cause actual results, performance or achievements to be
materially different from those expressed or implied by the forward-looking statements. These statements reflect our current views 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 ongoing COVID-19
pandemic, which could create challenges in all aspects of the Company’s business, including without limitation delays, stoppages, difficulties and increased
expenses with respect to regulatory processes or have the effect of heightening the risks described below or in the documents the Company periodically
files with the Securities and Exchange Commission; and the EMA or other applicable regulatory agency may require additional studies beyond the studies
planned for products and product candidates, may not provide regulatory clearances which may result in delay of planned clinical trials, may impose certain
restrictions, warnings, or other requirements on products and product candidates, may impose a clinical hold with respect to product candidates,
or may withhold, delay, or withdraw market approval for products and product candidates. 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, all of which identify important factors that could cause actual results to differ materially from those contained in the
Company’s forward-looking statements.
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