Safety and Efficacy of an Off-the-Shelf Anti-CD19 CAR T-Cell Therapy With
Reduced Conditioning in SLE: A Phase 1 Study Supporting Same-Day Discharge
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Introduction Results

Anti-CD19 CAR T-cell therapy shows promise in autoimmune diseases but remains limited by Patient Enrollment

access and scalability. FT819 was developed to overcome these challenges.

FT819 with less-intensive conditioning demonstrated early and sustained clinical improvement, with a trend

As of May 14, 2026, 16 SLE patients in Regimen A have received a single dose of FT819 toward more favorable responses with bendamustine conditioning, consistent with translational data.

across 16 active sites; 13 patients have completed at least 1 month of follow-up.
Outpatient administration is enabled in the US.

Autologous CAR T-cell therapies involve prolonged pre- and post-apheresis timelines, with limited access to treatment

centers, drug product inconsistency, high cost, and limited production capacity. Figure 4. Disease Activity Measures Among SLE Patients in Regimen A With at Least 1-Month Follow-up
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* Omission of fludarabine may improve tolerability, reduce risks associated with conditioning chemotherapy, and provide a

more patient-friendly experience with improved treatment accessibility

* Infection includes urinary tract infection (2) and tooth abscess (1).

T Cytopenia includes the MedDRA preferred terms anaemia, leukopenia, lymphopenia, and neutropenia, corresponding to haemoglobin decreased,
white blood cell count decreased, lymphocyte count decreased, and neutrophil count decreased, respectively.

Data cutoff 14 May 2026. Mean + SEM. Notes: FT819 administered on Day 1. Three participants treated with Cy resumed additional immunosuppressive therapy: one mycophenolate at ~7.5 months and voclosporin at ~15.5 months; one (without lupus nephritis)
anifrolumab at ~2 months; and one azathioprine at ~3 months. One patient discontinued the study after the Month 1 visit due to inability to meet trial requirements. UPCr at Month 3 (bendamustine) includes data entered after the data cutoff.
* Complete renal response requires UPCr <0.5 mg/mg.

FT819 combined with less-intensive conditioning cooperate to drive deep B-cell depletion with reconstitution of the preferred naive state and meaningful decrease of top clones.
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Figure 3. FT819 treatment drives remodeling of the B-cell compartment in synergy with bendamustine. (A) Bendamustine conditioning therapy (n=7) associates with greater expansion of FT819 cells between Days 2 and 4 post-treatment than cyclophosphamide (n=6) in patients with SLE. (B) B-cell depletion with FT819 is more consistent and complete in patients treated with bendamustine (n=7) compared to those
treated with cyclophosphamide (n=6). (C) B-cell depletion is also observed in nasopharyngeal swab samples of secondary lymphoid tissue with either conditioning chemotherapy (CCT) modality. (D) Titers of tetanus toxoid IgG, measles I1gG, and mumps IgG did not change following treatment (n=6); samples shown combined for patients treated with either CCT modality with screening and >3M follow up. Screening data from first 5 Regimen A patients were
not collected. (E) B-cell remodeling is observed following FT819 treatment, exemplified by reduced switched memory proportion (left) increased naive proportion (middle) by flow cytometry 6 months after treatment, as well as a shift towards fewer class-switched BCR (right). Data shown as combination of patients from both CCT modalities with >6M follow up. (F) Plots of top 50 clone persistence in patients treated with FT819 in combination with either
cyclophosphamide or bendamustine for FT819 with dose level 1 (n=1 cyclophosphamide, n=1 bendamustine), or dose level 2 (n=1 cyclophosphamide, n=1 bendamustine). BCR = B-cell receptor.

Abbreviations: AAV = ANCA-associated vasculitis; AESI = adverse event of special interest; AZA = azathioprine; BILAG = British Isles Lupus Assessment Group; BL = baseline; CAR = chimeric antigen receptor; CRISPR = clustered regularly interspaced short palindromic repeats; CRS = cytokine-release syndrome; D = Day; DLT = dose-limiting toxicity; DL = dose level; GvHD = graft-versus-host disease; FACIT = Functional Assessment of Chronic Illness Therapy; [IM = idiopathic inflammatory myositis;
ICANS = immune effector cell-associated neurotoxicity syndrome; iPSC = induced pluripotent stem cell; LTFU = long-term follow-up; M = Month; PGA = Physician Global Assessment; MMF/MPA = mycophenolate mofetil/mycophenolic acid; MTX = methotrexate; PTFU = post-treatment follow-up; SLE = systemic lupus erythematosus; cSLEDAI-2K = clinical Systemic Lupus Erythematosus Disease Activity Index 2000; SSc = systemic sclerosis; TCR = T-cell receptor; UPCr = urine protein-to-creatinine ratio.

Presented at the 2026 EULAR Congress, London, UK, June 3-6, 2026. Poster #P0S0079.

Sponsored by Fate Therapeutics, Inc. This research was additionally made possible by funding from the California Institute for Regenerative
Medicine (CIRM), a state agency in California that supports research in regenerative medicine, stem cell therapy, gene therapy, and clinical
trials (Grant number: CLIN2-16303).



	Slide Number 1

