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Item 8.01. Other Events.
 

On December 3, 2021, Fortress Biotech, Inc. partner company Cyprium Therapeutics, Inc. (“Cyprium”) initiated the rolling submission of a New Drug Application
(“NDA”) to the U.S. Food and Drug Administration (“FDA”) for CUTX-101, Cyprium’s copper histidinate product candidate, for the treatment of Menkes disease.
 

As previously disclosed, Cyprium is party to an asset purchase agreement with Sentynl Therapeutics, Inc. (“Sentynl”) a wholly owned subsidiary of Cadila Healthcare
Limited, pursuant to which Cyprium retains development responsibility of CUTX-101 through NDA approval, and Sentynl will be responsible for commercialization of CUTX-
101 thereafter, as well as newborn screening activities.
 

Cyprium is eligible to receive up to $20 million in development and regulatory cash milestones under such agreement, as well as potential sales milestones totaling up
to $255 million. Royalties on CUTX-101 net sales are also payable, with 6% due on that portion of annual net sales up to $75 million, 17.5% due on that portion of annual net
sales between $75 million and $100 million, and 25% due on that portion of annual net sales over $100 million. Cyprium will retain 100% ownership over any FDA priority
review voucher that may be issued at NDA approval for CUTX-101.
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