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CAR-T approvals and indications
First approval / reimbursement dates, ordered by FDA approval. Indication overview as of 8 October 2026.

Product FDA
EU 

(EMA/EC)
AIFA / SSN Indications: FDA/EU summary, not SSN coverage

tisagenlecleucel Aug 2017 Aug 2018 Aug 2019
B-ALL ≤25 years (refractory / specified relapses).

Adult LBCL (FDA) / DLBCL (EU) and FL after ≥2 prior lines.

axicabtagene ciloleucel Oct 2017 Aug 2018 Nov 2019
Adult LBCL, including DLBCL and PMBCL.

FL: ≥2 prior lines (FDA), ≥3 (EU). Selected LBCL: 2nd-line use.

brexucabtagene autoleucel
Jul 2020 Dec 2020 Mar 2022

Adult MCL. EU: ≥2 prior lines, including a BTK inhibitor.

B-ALL: adults (FDA), ≥26 years (EU).

lisocabtagene maraleucel Feb 2021 Apr 2022 Feb 2024
Adult LBCL (selected 2nd-line use), FL and MCL.

FDA also: CLL/SLL and MZL. Eligibility differs by indication.

idecabtagene vicleucel Mar 2021 Aug 2021 Feb 2024
Adult MM after ≥2 prior lines, including an IMiD,

a proteasome inhibitor and an anti-CD38 antibody (FDA/EU).

ciltacabtagene autoleucel Feb 2022 May 2022 Apr 2026
Adult MM after ≥1 prior line including an IMiD and

a proteasome inhibitor, lenalidomide-refractory (FDA/EU).

obecabtagene autoleucel Nov 2024 Jul 2025 Not verified* B-ALL: adults (FDA), ≥26 years (EU).



Approved by
National Medical 

Products Administration

• Improvement in PFS
• Manageable safety profile
• Third line treatment (advanced gastric or 
      gastro-oesophageal cancers)

266 patients

156 randomly assigned

104 patients 
satri-cel

52 patients 
TPC

88 patients 
satri-cel

48 patients 
TPC



Autoimmune disease

Commercial CAR-T Cells
Indications 2025

Non Commercial CAR-T Cells
Indications 2025



Autologous CAR-T 

trials in solid tumors - 2026
Clinicaltrials.gov



CAR-T therapies closer FDA approval

Orphan drugs
• MB-101: auto CAR-T (antigen IL13RA2) – glioblastoma. 
• MB-109: auto CAR-T (antigen IL13RA2 + oncolytic virus) - glioblastoma. 

• Multi-target CAR-T: (antigens EGFR – IL13RA2) – glioblastoma

• MT027: allogeneic CAR-T («off the shelf») – antigen B7-H3 – glioblastoma: 
     FDA fast trak designation: GLIOMAX-101 
     Phase II study (intracranial administration)
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Allogeneic CAR-T 

trials in solid tumors - 2026

Fase N. Totale studi in corso

Early Phase I 5

Phase I 15

Phase I-II 8

Totale 28

Clinicaltrials.gov







Studio Registrativo – approvazione FDA

Chesney J et al, ‘22
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Ingegnerizzato 
• posizionamento
• programmazione genetica

Biologicamente naturale
Recettore sintetico



1. TCR-T + MHC

2. Sinapsi immunologica

3. Perforine e granzimi

4. apoptosi



Studio Registrativo – approvazione FDA
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TCR-T production

Biglie magnetiche 
antiCD3/CD28

Lentivirus/retrovirus

IL-2
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Istituto 
Oncologico
Veneto
IRCCS

A Multicenter, Phase I Study to Evaluate the Feasibility and 
Safety of Autologous Cytokine-Induced Killer Cells (CIK_D332) 

in Combination with Tafasitamab and Lenalidomide in Patients with Relapsed or Refractory 
Diffuse Large B-Cell Lymphoma (DLBCL): The FOCUS Study

Study Identifier: IOV-DLBCL-01-2026-FOCUS
EuCT n°: 2026-525494-39-00

IOV-IRCCS – Vicenza - Verona



Innate immunity

Adaptive immunity

Priming phase Effector phase

Grazie!




	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31
	Slide 32

