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This report provides information on ATMP approvals and extension of indications of authorised ATMPs, 
as well as statistical data on product-related activities (including type II variations, CAT scientific 
recommendations on Advanced Therapy Medicinal Product (ATMP) classification, certifications, and on 
CAT contributions to Scientific Advice, Paediatric Investigation Plans and PRIME (priority of medicines) 
eligibity requests.  

The period covered by this report is: January – April 2022.  

Advanced therapy medicinal products approvals 

During its plenary meeting of January 2022, CAT adopted a positive draft opinion for Breyanzi 
(lisocabtagene maraleucel) for the following indication: treatment of adult with relapsed or refractory 
diffuse large B cell lymphoma (DLBCL), primary mediastinal large B-cell lymphoma (PMBCL) and 
follicular lymphoma grade 3B (FL3B), after at least two previous lines of treatments. Based on the 
assessment of the CAT, the Committee for Medicinal Products for Human Use (CHMP) adopted a 
positive opinion, recommending the granting of a marketing authorisation for the medicinal product 
Breyanzi. More information on Breyanzi can be found in the EPAR.  

During its plenary meeting of March 2022, CAT adopted a positive draft opinion for Carvykti 
(ciltacabtagene autoleucel) for the following indication: treatment of adult patients with relapsed and 
refractory multiple myeloma, who have received at least three prior therapies, including an 
immunomodulatory agent, a proteasome inhibitor and an anti-CD38 antibody, and have demonstrated 
disease progression on the last therapy. Based on the assessment of the CAT, the Committee for 
Medicinal Products for Human Use (CHMP) adopted a positive opinion, recommending the granting of a 
marketing authorisation for the medicinal product Carvykti. More information on Carvykti can be found 
in the Summary of opinion.  

Extension of indication of authorised ATMPs  

During its plenary meeting of March 2022, CAT adopted an extension of indication for Kymriah to 
include the treatment of adult patients with follicular lymphoma after two or more lines of therapy who 

 
1 The CAT quarterly statistics replaces the CAT monthly report. 












