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Item 8.01 Other Events
On January 4, 2019, the U.S. Food and Drug Administration ("FDA") accepted for review the New Drug Application ("NDA") for the approval of our
methotrexate product line, which is designed to treat adult and pediatric patients with arthritis and adults with psoriasis. The NDA was accepted for filing
with a PDUFA action date projected for November 2019.
The application was submitted to the FDA in November 2018 and its submission follows two meetings held with the FDA to discuss the approval pathway
and requirements for the submission. We remitted a payment of $1.3 million to the FDA for the PDUFA Application Fee associated with this methotrexate
product line application.
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