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Background:

Eque-cel, a fully human BCMA-specific CAR structure, has been approved for marketing in treating relapsed

and refractory multiple myeloma (RRMM) patients with at least 3 lines of prior therapy in China. The data was

previously reported in the 20th IMS Annual Meeting (abstract P-290). Here, we report efficacy and safety data

of Eque-cel in transplant-ineligible patients with high-risk newly diagnosed multiple myeloma in FUMANBA-2

study (NCT05181501).

Aims:

The objective is to evaluate the safety, efficacy, and PK/PD of Eque-cel.

Methods:

FUMANBA-2, a multicenter, open-label, phase 1, single-arm study, is currently evaluating Eque-cel in newly

diagnosed MM (NDMM) patients with high risk features (defined as RISS stage III , double-hit, or triple-hit per

mSMART 3.0 criteria).Patients would receive 4 cycles of induction therapy (recommended regimens include

Bortezomib-Lenalidomide-Dexamethasone, Bortezomib-Cyclophosphamide-Dexamethasone or Bortezomib-

Adriamycin-Dexamethasone) before Eque-cel infusion. After the third cycle of induction therapy, the patients

who were evaluated not eligible for Autologous Stem Cell Transplant (ASCT) underwent T cell collection via

leukapheresis for Eque-cel manufacture. After lymphodepletion with Fludarabine-Cyclophosphamide, patients

received a single infusion of Eque-cel at the dose of 1.0 x 106 CAR-T cells/Kg. Primary efficacy endpoint was

the proportion of minimal residual disease (MRD)-negative subjects (MRD−; sensitivity <10-5) and

progression-free survival (PFS). Secondary endpoints included overall response rate, duration of response,

safety, pharmacokinetics, and pharmacodynamics (soluble BCMA level and cytokinetics).

Results:

As of the January 25th, 2024, 16 patients (68.8% male; median aged 58.5 years [range, 51-69]) received Eque-

cel with a median follow-up of 13.1 (range, 7.9-24.3) months. High-risk cytogenetics were detected in 100%

patients, including 62.5% (10/16) double-hit and 12.5% (2/16) triple-hit. 25% (4/16) patients had

extramedullary disease. 37.5% (6/16) patients had R-ISS stage III disease, among whom 6.3% (1/16) with

double-hit cytogenetics and 6.3% (1/16) with triple-hit cytogenetics. Only one patient received lenalidomide as

maintenance therapy at the investigator’s discretion from day 92 post Eque-cel infusion and discontinued on

day 96 due to allergy.

With median follow-up 7.46 (range, 2.8-18.1) months post Eque-cel infusion, all patients achieved MRD

negativity, and 71.4% (95% CI: 25.8-92.0) patients achieved sustained MRD negativity over 6 months. A 100%

ORR was observed, with 93.8% (15/16) ≥ CR. Median DOR and median PFS have not reached. The 6-month

PFS rate was 93.8% (95% CI: 63.23-99.10) and the 12-month PFS rate was 84.4% (95% CI: 49.31-96.00).

Grade 1-2 CRS occurred in 68.8% (11/16) patients. No Grade ≥3 CRS and no ICANS or neurotoxicity was

observed. The most common ≥ grade 3 treatment-related AEs were neutropenia (81.3%), lymphopenia

(68.8%), leukopenia (62.5%). Grade ≥3 infection diseases occurred in 25.0% (4/16) patients, and only one

patient with grade 3 respiratory infection was related to Eque-cel. One death due to Covid-19 infection was

reported which was considered not related to Eque-cel by the investigator.

The expansion of Eque-cel reached the median peak level of 79681.30 copies/μg gDNA at a median of 10



(range, 7-21) days. The median persistence of Eque-cel was 75 (range, 29-283) days after infusion. Soluble

BCMA was cleared within 1 month post-infusion in 81.25% (13/16) patients. Induction of inflammatory

cytokines was observed with median peak levels of 64.28 (range, 9.12-3017.83) pg/mL for IL-6, 49.30 (range,

3.66-117.30) mg/L for CRP, and 553.35 (range, 68.10-2349.00) ng/mL for Ferritin.

Summary/Conclusion:

Eque-cel achieved deep responses in transplant-ineligible patients with high-risk NDMM. Lower incidence and

severity of CRS showed more favorable safety profile in high-risk NDMM than that in RRMM. These results

support a favorable clinical benefit–risk profile of Eque-cel in transplant-ineligible NDMM.
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