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Item 8.01 Other Events.
On October 6, 2022, Allogene Therapeutics, Inc. (“we”, “us” and “our”) announced the initiation of the Phase 2 clinical trial of ALLO-501A (“ALPHA2
trial”) in patients with relapsed/refractory large B-cell lymphoma (“r/r LBCL”). We are also in the process of initiating the EXPAND trial, which is
intended to demonstrate the contribution of ALLO-647 to the lymphodepletion regimen.
We conducted an extensive Phase 1 program designed to evaluate and optimize all aspects of our therapy, including multiple doses and schedules of
ALLO-501A and ALLO-647. In addition, we recently conducted a review of the Phase 1 program, which determined a manufacturing process associated
with robust clinical performance. Our selected manufacturing process, named Alloy, will be deployed in the ALPHA2 and EXPAND trials.
We received chemistry, manufacturing and controls clearance from the United States Food and Drug Administration (the “FDA”) to use newly
manufactured product that did not utilize the Alloy process from our manufacturing facility, Cell Forge 1 (“CF1”). We are now in the process of
implementing Alloy in CF1. As such, the Phase 2 trial will begin with previously manufactured material from our prior contract manufacturing
organization (“CMO”) with the intent of transitioning to product from CF1 during the course of the ALPHA2 and EXPAND trials.
The single-arm ALPHA2 trial will utilize a single dose of ALLO-501A at 120 million CAR+ cells with an intended lymphodepletion regimen comprised of
fludarabine (30 mg/m2/day x 3 days) and cyclophosphamide (300 mg/m2/day x 3 days) plus ALLO-647 (90 mg). We plan to enroll approximately 100
patients who have received at least two prior lines of therapy and have not received any prior anti-CD19 therapy, including CAR T therapy. The primary
endpoint is objective response rate.
The EXPAND trial is a separate potentially registrational trial for ALLO-647. ALLO-647 is an anti-CD52 monoclonal antibody that we are developing
with the goal of potentially enabling expansion, persistence and improved clinical outcomes of allogeneic CAR T cell product candidates, including
ALLO-501A. The randomized EXPAND trial is expected to enroll approximately 70 patients with r/r LBCL and is intended to demonstrate the safety of
ALLO-647 and its contribution to the overall benefit of the lymphodepletion regimen. Patients will be randomized to receive the same single 120 million
CAR+ cell dose of ALLO-501A as in the ALPHA2 trial and either lymphodepletion with fludarabine and cyclophosphamide (control arm) or the
lymphodepletion regimen of the ALPHA2 trial (active arm).
Assuming favorable outcomes and subject to FDA discussions, we plan to seek FDA approval of ALLO-501A and ALLO-647 on the basis of the ALPHA2
trial and the EXPAND companion trial.
We expect to provide an update on our CD19 program toward the end of 2022. This will include longer-term follow-up from our Phase 1 ALPHA and
ALPHA2 clinical trials, including patients treated with the Alloy manufacturing technology process.
The below risk factor supplements the risk factors described in Item 1A of our Quarterly Report on Form 10-Q for the fiscal quarter ended June 30, 2022
(“Form 10-Q”) and our Form 8-K filed on September 21, 2022 (“September Form 8-K”). The following risk factor should be read in conjunction with the
risk factors described in our Form 10-Q and our September Form 8-K.
We may fail to advance the ALPHA2 and EXPAND trials or obtain approval for ALLO-501A or ALLO-647 due to challenges in manufacturing, FDA
review, or patient enrollment and outcomes.
We decided to initiate the Phase 2 trial of ALLO-501A with material manufactured utilizing the Alloy process at our CMO, rather than material
manufactured at CF1, and intend to subsequently transition the Alloy process to CF1 during the course of the Phase 2 trial. This approach remains subject
to FDA review, and may ultimately result in increased costs and delays in conducting the ALPHA2 trial and EXPAND trial, submitting a Biologics License
Application (“BLA”) or gaining FDA approval of ALLO-501A. In addition, we may be unable to manufacture additional Alloy material at the CMO or
transition the Alloy manufacturing process to our manufacturing facility for ALLO-501A as well as for our other product candidates, which could delay our
clinical trials.
As we progress the ALPHA2 and EXPAND trials, we may face challenges in enrollment, such as due to excluding patients with certain disease
characteristics and those that have received prior autologous CAR T therapies, which continue to gain adoption. Any Phase 2 results may also not be
representative of Phase 1 results, which were based on limited patients. The general approach for FDA approval of a new biologic or drug is for the sponsor
to provide dispositive data from two well-controlled, Phase 3 clinical studies of the relevant biologic or drug in the relevant patient population. Phase 3
clinical studies typically involve hundreds of patients, have significant costs and take years to complete. We expect ongoing FDA feedback on our trials,
and, even if we believe the results are sufficiently compelling for both the ALPHA2 trial and EXPAND trial, the FDA could ultimately require longer-term
follow-up results, additional data from our clinical trials or additional trials that could delay or prevent our first BLA submission.

Cautionary Note on Forward-Looking Statements
This Form 8-K contains forward-looking statements for purposes of the safe harbor provisions of the Private Securities Litigation Reform Act of 1995. This
Form 8-K may, in some cases, use terms such as "predicts," "believes," "potential," "proposed," "continue," "estimates," "anticipates," "expects," "plans,"
"intends," "may," "could," "might," "will," "should" or other words that convey uncertainty of future events or outcomes to identify these forward-looking
statements. Forward-looking statements include statements regarding intentions, beliefs, projections, outlook, analyses or current expectations concerning,
among other things: the timing and ability to progress the ALPHA2 trial and initiate the EXPAND trial; whether either of the ALPHA2 or EXPAND trials
will be pivotal or registrational; clinical outcomes, which may materially change as more patient data become available; the ability to have a CMO
manufacture allogeneic CAR T cell product candidates for use in ongoing clinical trials; the ability to transition the Alloy manufacturing process to CF1
and the ability of CF1 to manufacture allogeneic CAR T cell products for ALPHA2, EXPAND or other clinical trials; and the potential benefits of the
Alloy process and allogeneic CAR T cell products. Various factors may cause differences between our expectations and actual results as discussed in
greater detail in our filings with the Securities and Exchange Commission, including without limitation in this Form 8-K, our September Form 8-K and our
Form 10-Q. Any forward-looking statements that are made in this Form 8-K speak only as of the date hereof. We assume no obligation to update the
forward-looking statements whether as a result of new information, future events or otherwise, after the date hereof.
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