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Item 8.01 – Other Events.
On March 31, 2021, Sesen Bio, Inc. (the “Company”) received notice from the Committee for Medicinal Products for Human Use (“CHMP”) of the
European Medicines Agency (“EMA”) that the CHMP has conditionally accepted the proprietary brand name VYSYNEUMTM for the Company’s product
candidate, oportuzumab monatox, in the European Union.
The name VYSYNEUM has identical pronunciation to the U.S. proprietary brand name VICINEUM™ and was developed in accordance with the criteria
outlined in the EMA’s Guideline on the acceptability of names for human medicinal products.
The Company believes VYSYNEUM is a brand name with strong marketing potential. Final approval of the VYSYNEUM brand name is conditional on
EMA product approval.
The Marketing Authorization Application (“MAA”) for VYSYNEUM is currently under review with the EMA with potential approval expected in early
2022.
As previously disclosed by the Company, in June 2020, the U.S. Food and Drug Administration (“FDA”) conditionally accepted the proprietary brand
name VICINEUMTM for oportuzumab monatox in the United States. Final approval of the VICINEUM brand name is conditional on FDA product
approval.
The BLA for VICINEUM is currently under Priority Review with the FDA with a target Prescription Drug User Fee Act (“PDUFA”) date of August 18,
2021 for a decision on approval.
CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS:
This Current Report on Form 8-K contains forward-looking statements, including, but not limited to, statements related to expectations regarding the
EMA’s final approval of the VYSYNEUM brand name, expectations regarding the timing of the potential EMA approval of the MAA for VYSYNEUM,
expectations regarding the FDA final approval of the VICINEUM brand name, and statements related to the timing for the FDA’s decision on the
Company’s BLA for Vicineum for the treatment of BCG-unresponsive NMIBC based on the FDA granting the BLA Priority Review and the PDUFA date
of August 18, 2021. These forward-looking statements are based on the Company's current expectations and inherently involve significant risks and
uncertainties. The Company's actual results and the timing of events could differ materially from those anticipated in such forward-looking statements as a
result of these risks and uncertainties, which include, without limitation, risks related to the EMA’s review and approval of the MAA for VYSYNEUM and
risks related to the FDA’s review and approval of the BLA for VICINEUM. A further description of the risks and uncertainties relating to the business of
the Company is contained in the Company's most recent annual report on Form 10-K and the Company's quarterly reports on Form 10-Q, as well as any
amendments thereto reflected in subsequent filings with the SEC. The Company undertakes no duty or obligation to update any forward-looking statements
contained in this report as a result of new information, future events or changes in its expectations.
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