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Excellent response achieved by Chimeric Antigen Receptor T (CART) cell therapy targeting B-Cell 
Maturation Antigen (BCMA) in multiple myeloma (MM) makes this treatment a great promise. 
Nevertheless, CART-based therapies faces several obstacles. Among these are the length of vein-to-
vein period of time, limited access and the excessive cost. To advance the treatment of MM in Israel, 
we have developed a novel CAR molecule for BCMA targeting (i.e. HBI0101) and assessed its activity 
both in vitro and in vivo. Based on our results, we obtained approval from the Israeli Ministry of 
Health to carry out a clinical trial using HBI0101 for the treatment of relapsed refractory (R/R) MM 
(NCT04720313). At the beginning of 2021, a phase I clinical trial, aimed at evaluating HBI0101 safety 
and efficacy was initiated. Thirty-six heavily pretreated R/R MM patients were administrated with 
HBI0101 at Hadassah Medical Center. The median age was 62 with a median of five previous 
treatment lines. Six patients were infused with 150-million HBI0101 cells, seven with 450-million, 
and twenty-three with 800-million cells. Two patient had grade 3 cytokine release syndrome (CRS). 
No grade 4 CRS was recorded and none of the patient had immune effector cell-associated 
neurotoxicity syndrome, confirming that HBI0101 is well tolerated. Overall response rate was 50%, 
85% and 91% for 150-, 450- and 800-million cells, respectively. At the dose of 800-million cells, 39% 
achieved complete response, 48% achieved very good partial response and 4% achieved partial 
response. The median follow up of patients treated with 800-million cells was 132 days and at this 
time both the median progression free survival and median overall survival were not reached. 
Altogether, HBI0101 therapy for R/R MM proves safe with manageable toxicities and promising 
responses. These data demonstrate the capability of single center to develop, manufacture and 
deliver in-house CART. 
 

 


