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Item 8.01 Other Events.

On Wednesday, June 7, 2023, Fate Therapeutics, Inc. (the “Company”) will present at the 2023 Jefferies Healthcare Conference.  The presentation 
will provide a business update, including a regulatory and clinical update on its FT522 program.  

The Company previously disclosed on May 3, 2023 that it had submitted an Investigational New Drug (IND) application to the U.S. Food and 
Drug Administration (FDA) to investigate the safety and activity of FT522 in combination with CD20-targeted monoclonal antibody therapy in patients 
with relapsed / refractory B-cell lymphoma.  The Company’s IND application has been allowed by the FDA, and the Company is currently conducting 
study start-up activities at multiple clinical sites.  

The dose-escalating Phase 1 clinical trial is designed to assess a three-dose schedule of FT522 in each of two regimens:

• Regimen A – up to two treatment cycles, with each treatment cycle consisting of conditioning chemotherapy, a single dose of rituximab, and 
three doses of FT522.

• Regimen B – up to two treatment cycles, with each treatment cycle consisting of a single dose of rituximab and three doses of FT522 
(without conditioning chemotherapy).

Patient enrollment into Regimen A will commence utilizing a three-dose schedule of FT522 at 300 million cells per dose.  Subject to clearance of 
dose-limiting toxicities at this initial dose level of Regimen A, patient enrollment into Regimen B will then commence utilizing a three-dose schedule of 
FT522 at 300 million cells per dose.  Dose escalation of each regimen may proceed independently.

Forward Looking Statements 

Statements contained under this Item 8.01 regarding matters that are not historical facts are “forward-looking statements” within the meaning of the Private 
Securities Litigation Reform Act of 1995 including statements regarding the progress of and plans related to the Company's product candidates, clinical 
studies, the therapeutic potential of the Company’s product candidates, the Company’s clinical and product development strategy, and the Company’s plans 
to initiate enrollment of each regimen in its dose-escalating Phase 1 clinical trial of FT522. These and any other forward-looking statements in this release 
are based on management's current expectations of future events and are subject to a number of risks and uncertainties that could cause actual results to 
differ materially and adversely from those set forth in or implied by such forward-looking statements. These risks and uncertainties include, but are not 
limited to, the risk that the Company’s product candidates may not demonstrate the requisite safety or efficacy to warrant further development or to achieve 
regulatory approval, the risk that results observed in prior studies of the Company’s product candidates, including preclinical studies and clinical trials, will 
not be replicated in ongoing or future studies involving these product candidates, the risk of a delay or difficulties in the manufacturing of the Company’s 
product candidates or in the initiation and conduct of, or enrollment of patients in, any clinical trials, the risk that the Company may cease or delay 
preclinical or clinical development of any of its product candidates for a variety of reasons (including requirements that may be imposed by regulatory 
authorities on the initiation or conduct of clinical trials, changes in the therapeutic, regulatory, or competitive landscape for which the Company’s product 
candidates are being developed, the amount and type of data to be generated or otherwise to support regulatory approval, difficulties or delays in patient 
enrollment and continuation in the Company’s ongoing and planned clinical trials, difficulties in manufacturing or supplying the Company’s product 
candidates for clinical testing, and any adverse events or other negative results that may be observed during preclinical or clinical development), and the 
risk that its product candidates may not produce therapeutic benefits or may cause other unanticipated adverse effects. For a discussion of other risks and 
uncertainties, and other important factors, any of which could cause the Company’s actual results to differ from those contained in the forward-looking 
statements, see the risks and uncertainties detailed in the Company’s periodic filings with the Securities and Exchange Commission, including but not 
limited to the Company’s most recently filed periodic report, and from time to time in the Company’s press releases and other investor communications. 
Fate Therapeutics is providing the information in this release as of this date and does not undertake any obligation to update any forward-looking 
statements contained in this release as a result of new information, future events or otherwise. 

 

 



SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned 
hereunto duly authorized.

      FATE THERAPEUTICS, INC.

       

Date: June 7, 2023 By: /s/ J. Scott Wolchko
      J. Scott Wolchko

President and Chief Executive Officer

 




