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Item 8.01. Other Events

On November 20, 2012, BioCryst Pharmaceuticals, Inc. (the “Company”) had a teleconference with the U.S. Food and Drug Administration (FDA) regarding the
Investigational New Drug (IND) application for BCX4161. During the call, FDA informed the Company that they were applying GMP manufacturing standards
to the process of compounding BCX4161 capsules at the clinical site to be used for oral dosing studies. As a consequence, the BCX4161 IND has been placed on
clinical hold. The practice of compounding drug product at clinical sites is not uncommon in Phase 1 studies. BioCryst had proposed to administer hard gel
capsules containing formulated drug solution compounded at the clinical site.

The FDA will provide a letter within 30 days outlining the reasons for the clinical hold and the information required to have the hold removed. The Company had
previously guided the initiation of Phase 1 testing in the United States before the end of 2012. The Company now estimates that Phase 1 testing of BCX4161 will
be delayed approximately three months.

Forward-Looking Statements

This 8-K contains forward-looking statements, including statements regarding future results, performance or achievements. These statements involve known and
unknown risks, uncertainties and other factors which may cause BioCryst’s actual results, performance or achievements to be materially different from any future
results, performances or achievements expressed or implied by the forward-looking statements. These statements reflect the Company’s current views with
respect to future events and are based on assumptions and 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: that the FDA or similar
regulatory agencies may not provide regulatory clearances with respect to BCX4161, which may result in further delay or ultimately a termination of the
program; that the Company may misinterpret information conveyed by the FDA resulting in the Company reaching erroneous conclusions, which may result in
further delay of development or termination of BCX4161; that the Company may be unable to move forward with development of BCX4161 as planned; that
future preclinical and clinical development of BCX4161 may not prove safe and effective; that the Company may not have sufficient cash to continue funding the
development, manufacturing, marketing or distribution of BCX4161 and that additional funding, if necessary, may not be available at all or on terms acceptable to
the Company. Please refer to the documents BioCryst files periodically with the Securities and Exchange Commission, specifically BioCryst’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 the
actual results to differ materially from those contained in BioCryst’s projections and forward-looking statements.
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