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Item 8.01. Other Events.
On March 4, 2020, Zosano Pharma Corporation (the "Company") announced that the U.S. Food and Drug Administration (the "FDA") accepted the
Company’s New Drug Application (the "NDA") for Qtrypta™ for filing and substantive review.
The Prescription Drug User Fee Act goal date for the completion of the FDA’s review of Qtrypta™ is set for October 20, 2020. This date reflects a standard
10-month review period and is consistent with the review timeline for a 505(b)(2) NDA submission.
The NDA is supported by the clinical results of the ZOTRIP pivotal Phase 2/3 clinical study, which evaluated the efficacy, safety and tolerability of Qtrypta™
compared to placebo. A total of 41.5% of patients treated with the 3.8 mg dose of Qtrypta™ achieved pain freedom at 2 hours and 68.3% reported freedom
from most bothersome symptom also at 2 hours, both of which were co-primary endpoints. Additionally, 80.5% of patients reported pain relief at 2 hours, a
secondary endpoint. The results of the study were published in Cephalalgia in October 2017.
A post-hoc analysis showing that Qtrypta™ reduced pain in subjects with difficult to treat migraine attacks was published in Headache: The Journal of Head
and Face Pain in February 2019.
Additionally, in the Phase 3 long term safety study, the most frequently reported adverse event was redness at the application site. Of these adverse events,
95% were reported as mild, and more than 80% resolved within 48 hours. Less than 2% of patients reported triptan-like neurological side effects typically
found in the class, such as dizziness and paresthesia.
Forward-Looking Statements
This Current Report on Form 8-K contains forward-looking statements regarding the NDA for Qtrypta™ and other future events and expectations. These
statements are subject to risks and uncertainties that are difficult to predict, and actual outcomes may differ materially. These include risks and uncertainties,
without limitation, the process of discovering, developing and commercializing products that are safe and effective for use as human therapeutics, risks
inherent in the effort to build a business around such products and other risks and uncertainties described under the heading "Risk Factors" in the Company's
most recent quarterly report on Form 10-Q. Although the Company believes that the expectations reflected in these forward-looking statements are
reasonable, the Company cannot in any way guarantee that the future results, level of activity, performance or events and circumstances reflected in forwardlooking statements will be achieved or occur. All forward-looking statements are based on information currently available to the Company and the Company
assumes no obligation to update any such forward-looking statements.
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