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Item 8.01 Other Events.
On November 2, 2020, the Company announced that the U.S. Food and Drug Administration (FDA) has lifted a clinical hold on the Company’s Phase 1
study of P-PSMA-101 in metastatic castration-resistant prostate cancer (mCRPC) and the Company plans to resume the trial immediately. P-PSMA-101
is the Company’s first solid tumor autologous CAR-T therapeutic candidate.
The Company has agreed to implement protocol amendments intended to increase patient compliance and safety that include modified inclusion and
exclusion criteria and frequency of monitoring and laboratory testing.
Forward-Looking Statements
Statements contained in this report regarding matters that are not historical facts are “forward-looking statements” within the meaning of the Private
Securities Litigation Reform Act of 1995. Because such statements are subject to risks and uncertainties, actual results may differ materially from those
expressed or implied by such forward-looking statements. These forward-looking statements are based upon the Company’s current expectations and
involve assumptions that may never materialize or may prove to be incorrect. Actual results could differ materially from those anticipated in such
forward-looking statements as a result of various risks and uncertainties, which include, without limitation, risks and uncertainties associated with
development and regulatory approval of novel product candidates in the biopharmaceutical industry and the other risks described in the Company’s
filings with the Securities and Exchange Commission. All forward-looking statements contained in this report speak only as of the date on which they
were made. The Company undertakes no obligation to update such statements to reflect events that occur or circumstances that exist after the date on
which they were made, except as required by law.
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