
Issued on June 2021 

Report ABECMA® Idecabtagene vicleucel 
Product & 

Mechanism of action 
Authorized indications 

Licensing status 
Essential therapeutic features NHS impact 

Substance: 
idecabtagene 
vicleucel 
 
Brand Name: Abecma 
 
Originator/licensee: 
Celgene Europe BV 
 
Classification: NCE 
 
ATC code: - 
 
Orphan Status: 
Eu: Yes 
Us: Yes 
 
Mechanism of action: 
Ide-cel is a CAR-
positive T cell therapy 
targeting BCMA, 
which is expressed on 
the surface of normal 
and malignant plasma 
cells. Antigen-specific 
activation ofide-
celresults in CAR-
positive T cell 
proliferation, cytokine 
secretion, and 
subsequent cytolytic 
killing of BCMA-
expressing cells [1]. 
 

Authorized Indication:  
EMA:  Ide-cel is indicated for the treatment of 
adult pts with relapsed and refractory MM 
who have received at least three prior 
therapies, including an immunomodulatory 
agent, a PI and an anti-CD38 antibody and 
have demonstrated disease progression on 
the last therapy [2]. 
 
FDA: Ide-cel is a BCMA-directed genetically 
modified autologous T cell immunotherapy 
indicated for the treatment of adult pts with 
relapsed or refractory MM after four or more 
prior lines of therapy, including an 
immunomodulatory agent, a PI, and an anti-
CD38 monoclonal antibody [1]. 
 
Route of administration: IV 
 
Licensing status 
EU CHMP P.O. date: 24/06/2021 
FDA M.A. date: 26/03/2021 
 
EU Speed Approval Pathway: No 
FDA Speed Approval Pathway: No 
----- 
ABBREVIATIONS: 
AEs: Adverse Events 
BCMA: B-cell maturation antigen 
CAR: Chimeric antigen receptor 
CHMP: Committee for Medicinal Products for Human 
Use 
CR: Complete response 
CRS: Cytokine Release Syndrome 
GI: Gastrointestinal 
Ide-cel: Idecabtagenevicleucel 
IRC: Independent Review Committee 
LDC: Lymphodepleting chemotherapy 
M.A.: Marketing Authorization 
MM: Multiple Myeloma 
ORR: Overall Response Rate 
PI: Proteasome inhibitors 
P.O.: Positive Opinion 
Pts: patients 
SAEs: Serious Adverse Events 

Summary of clinical EFFICACY: 
KarMMa clinical trial (NCT03361748) is a single arm, multicenter, phase 2 study to evaluate efficacy and safety of 
ide-cel in adult subjects with relapsed or refractory MM, who received at least three prior lines of therapy 
(including a PI, an immunomodulatory agent and an anti-CD38 antibody). All pts were required to undergo LDC 
with cyclophosphamide and fludarabine five days before the ide-cel infusion. Enrolled pts (n=140) underwent 
leukapheresis (i.e., drug manufacturing) and, if necessary, a bridging therapy (with corticosteroids, alkylating 
agents, immunomodulatory agents, PIs, and/or anti-CD38 antibodies alone or in combination) while ide-cel was 
manufactured. Of 140 pts enrolled, 128 received ide-cel (target doses of 150×106, 300×106, or 450×106 CAR-
positive T cells). The primary end point was ORR (partial response or better) assessed by IRC; a key secondary end 
point was a CR or better (comprising complete and stringent complete responses) [3][4][5]. At a median follow-up 
of 13.3 months, the ORR in the total ide-cel-treated population was 73% (95% CI: 66 to 81; p<0.001) and the CR 
rate was 33%. At the target doses of 150×106, 300×106, or 450×106 CAR-positive T cells, a response was observed 
in 50%, 69% and 81% of pts and a CR or better in 25%, 29% and 39% of pts, respectively [4]. 
 
Summary of clinical SAFETY: 
AEs occurred in all 128pts treated with ide-cel, with grade 3 or 4 events occurring in 127 pts (99%). The most 
common grade 3 or 4 AEs among the 128 treated pts included neutropenia in 114 pts (89%), anemia in 77 (60%), 
and thrombocytopenia in 67 (52%) and were at least partially related to the LDC administered before the infusion. 
CRS was reported in 107 pts (84%), including 7 (5%) who had events of grade 3 or higher. Neurotoxic effects 
developed in 23 pts (18%) and were of grade 3 in four pts (3%); no neurotoxic effects higher than grade 3 
occurred [4]. SAEs were observed in 67% of pts, and most common SAEs (≥ 5% of pts) were CRS (18%), general 
physical health deterioration (10%), pneumonia (12%), infections (19%) and febrile neutropenia (7.0%) [3]. A total 
of 44 treated pts (34%) died during the study, with the majority of deaths (27) attributed by the investigator to 
complication of the disease. Three pts died within eight weeks after drug infusion from ide-cel-related AEs 
(bronchopulmonary aspergillosis, GI hemorrhage and CRS). One patient (1%) died between eight weeks and six 
months from an ide-cel-related AE (cytomegalovirus pneumonia) [4] [5].  
 
Ongoing studies: 
● For the same indication: Yes 

● For other indications: No 

[Phase III, but if it is an O/OE drug, also Phase II] 

Discontinued studies (for the same indication): No 
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Cost of therapy: 
The submitted price of ide-cel is $545,000 per 
infusion (target dose of 450×106 CAR-positive 
T-cells, within a range of 275 to 520 ×106 CAR-
positive T-cells), excluding the costs associated 
with leukapheresis, bridging therapies and 
LDC [5]. 
 
Epidemiology: 
MM is a plasma cell neoplasm that accounts 
for 1%-1.8% of all cancers and is the second 
most common haematological malignancy 
with an estimated incidence in Europe of 4.5-
6.0/100,000/year. Despite the significant 
improvement in pts' survival over the past 20 
years, only 10%-15% of pts achieve or exceed 
expected survival compared with the matched 
general population [6]. 
----- 
POSSIBLE PLACE IN THERAPY 
For triple-class refractory pts, selinexor-
dexamethasone or belantamab mafodotin 
monotherapy is recommended. Results of 
phase III studies of melflufen, T-cell engagers 
and CAR-Ts in triple-class refractory pts are 
awaited [6]. 
 
OTHER INDICATIONS IN DEVELOPMENT: No 
 
SAME INDICATION IN EARLIER LINE(S) OF 
TREATMENT:  Yes (trial code NCT03601078) 
[7]. 
 
OTHER DRUGS IN DEVELOPMENT for the 
SAME INDICATION: Melphalan flufenamide 
(melflufen), ciltacabtageneautoleucel, 
talquetamab, teclistamab, mezigdomide, 
TJ202, REGN 5458, lisaftoclax [8][9].  
 
*Service reorganization Y/N: Yes 
*Possible off label use Y/N: No 
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