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Check the appropriate box below if the Form 8–K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:



 

☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 

☐ Soliciting material pursuant to Rule 14a–12 under the Exchange Act (17 CFR 240.14a–12)
 

☐ Pre–commencement communications pursuant to Rule 14d–2(b) under the Exchange Act (17 CFR 240.14d–2(b))
 

☐ Pre–commencement communications pursuant to Rule 13e–4(c) under the Exchange Act (17 CFR 240.13e–4(c))

 

Title of each class Trading Symbol(s) Name of each exchange on which registered
Common Stock, par value $0.001 SESN The Nasdaq Stock Market LLC

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).
                            Emerging growth company     ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new
or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act.                                 ☐



Item 8.01 – Other Events.

On March 28, 2022, Sesen Bio Inc., (the “Company”) participated in a Type C Meeting with the U.S. Food and Drug Administration (“FDA”). During the
meeting, the FDA agreed to a majority of the Company’s proposed protocol and statistical analysis plan design elements for an additional Phase 3 clinical
trial that the Company plans to conduct for potential resubmission of a Biologics License Application for Vicineum™ for the treatment of non-muscle
invasive bladder cancer. The Company plans to further engage the FDA in the coming months to align on the remaining outstanding items related to the
additional Phase 3 clinical trial.

CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS:

This Current Report on Form 8-K contains forward-looking statements, including, but not limited to, statements regarding the Company’s plans to further
engage the FDA in the coming months to align on the remaining outstanding items related to the additional Phase 3 clinical trial, which 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, including the risk that the Company
may not be able to align with the FDA on the remaining outstanding items related to the additional Phase 3 clinical trial, among other risks and
uncertainties. 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
Securities and Exchange Commission. 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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