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Item 8.01    Other Events

Initial Phase 1 Results from the UNIVERSAL Trial

On December 5, 2020, Allogene Therapeutics, Inc. (the “Company”) announced initial results from the dose escalation Phase 1 UNIVERSAL trial of
ALLO-715, an allogeneic chimeric antigen receptor (“CAR”) T cell therapy targeting B-cell maturation antigen (“BCMA”), in relapsed/refractory multiple
myeloma at the American Society of Hematology annual meeting.

As of the October 30, 2020 data cutoff, 35 patients were enrolled with 31 patients evaluable for safety and 26 patients evaluable for efficacy. Patients were
refractory to their last line of myeloma therapy, had a median of five prior lines of therapy, and 94% were penta-exposed. Four patients became ineligible
for treatment due to rapidly progressing disease. The median time from enrollment to the start of therapy was five days.

In the initial dose escalation phase of the UNIVERSAL trial, patients received lymphodepletion (“LD”) followed by ALLO-715 at one of three dose levels
(DL1 = 40M cells, DL2 = 160M cells, DL3 = 320M cells) in a 3+3 dose escalation design. DL4 (480M cells) was added in a subsequent cohort. Two LD
regimens were evaluated, with the trial enrollment primarily focused on the FCA lymphodepletion regimen:

• FCA: Fludarabine 90 mg/m , Cyclophosphamide 900 mg/m , and ALLO-647 from 39 to 90mg divided over three days; and
• CA: Cyclophosphamide 900 mg/m  and ALLO-647 39mg divided over three days.

Higher CAR T cell doses were associated with an increased response rate and greater cell expansion. In the DL3 cohort (320M CAR T+ cells), the overall
response rate (“ORR”) was 60% with 40% of patients achieving a very good partial response (VGPR) or better (VGPR+). VGPR+ is defined as a stringent
complete response, complete response or VGPR. Across all cohorts and lymphodepletion regimens, six patients achieved VGPR+, five of whom were in
the FCA lymphodepletion regimen. Minimal residual disease (MRD) assessment was completed in five of the six patients with a VGPR+ response and all
achieved an MRD negative status.

As of the data cutoff, the overall median follow-up for efficacy was 3.2 months and six out of the nine patients treated with DL3 or DL4 with a response
remain in response. The longest response was ongoing at six months from the DL3 cohort with FCA lymphodepletion.
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ORR*,
n (%) — 2 (50%) 3 (50%) 3 (75%) 6 (60%) 1 (33%) — 2 (67%)

VGPR+ Rate*,
n (%) — 1 (25%) 3 (50%) 1 (25%) 4 (40%) — — 1 (33%)

*Responses included two subjects with only day 14 assessment and one subject who converted from a confirmed PR to VGPR (pending confirmation). All first responses as of the data-cutoff
date have converted to confirmed responses.

Of the 31 patients evaluable for safety, there was no graft-vs-host disease or Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS) observed.
Grade 1 and Grade 2 cytokine release syndrome was reported in 14 patients (45%) and was manageable with standard therapies. Infection events ≥ Grade 3
in the trial was similar to what has been reported in other advanced multiple myeloma studies. Adverse events ≥ Grade 3 reported as serious adverse events
occurred in 19% of patients. As previously reported, a single Grade 5 event related to progressive myeloma and conditioning regimen occurred in the CA
cohort.
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Adverse Events of Interest Grade 1
N (%)

Grade 2 
N (%)

Grade 3
N (%)

Grade 4
N (%)

Grade 5
N (%)

All Grades N
(%)

Cytokine Release Syndrome 5 (16%) 9 (29%) — — — 14 (45%)
ICANS — — — — — —
Graft-versus-Host Disease — — — — — —
Infection 2 (7%) 6 (19%) 4 (13%) — 1 (3%) 13 (42%)
Infusion Reaction to ALLO-647 4 (13%) 3 (10%) — — — 7 (23%)

Clinical Development Updates

As part of the Company’s three-pronged anti-BCMA strategy, the Phase 1 UNIVERSAL trial continues to enroll patients at higher doses of ALLO-715 and
ALLO-647 in an effort to optimize the therapy. The UNIVERSAL trial is expected to begin enrolling patients in the first half of 2021 to evaluate ALLO-
715 in combination with SpringWorks Therapeutics, Inc.’s investigational gamma secretase inhibitor, nirogacestat. An investigational new drug application
(“IND”) is expected to be submitted in the first half of 2021 for the Company’s first TurboCAR™ candidate, ALLO-605, an investigational BCMA-
directed allogeneic CAR T cell therapy for multiple myeloma. TurboCAR technology allows cytokine activation signaling to be engineered selectively into
CAR T cells and has shown the ability to improve the potency and persistence of allogeneic cells in preclinical models.

The U.S. Food and Drug Administration has recently cleared an IND for a Phase 1 trial of ALLO-316, an allogeneic CAR T cell therapy targeting CD70,
for patients with advanced or metastatic clear cell renal cell carcinoma. The Company’s Phase 1 ALLO-316 trial is expected to begin enrolling patients in
2021.

ALLO-715, ALLO-605 and ALLO-316 utilize TALEN® gene-editing technology pioneered and owned by Cellectis S.A. Allogene has an exclusive license
to the Cellectis technology for allogeneic products directed at BCMA and CD70 and holds all global development and commercial rights for these
investigational candidates.
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