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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.  

The period covered by this report is: August – October 2022  

 

Advanced therapy medicinal products approvals 

During its plenary meeting of October 2022, CAT adopted a positive draft opinion for Ebvallo 
(tabelecleucel) for the following indication: treatment of Epstein-Barr virus positive post-transplant 
lymphoproliferative disease (EBV+ PTLD). 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 under exceptional circumstances for the medicinal product Ebvallo. More 
information on Ebvallo can be found in the Summary of opinion.  

 

Extension of indication of authorised ATMPs  

During its plenary meeting of September 2022, CAT adopted an extension of indication for Yescarta to 
include the treatment of adult patients with diffuse large B-cell lymphoma (DLBCL) and high-grade B-
cell lymphoma (HGBL) that relapses within 12 months from completion of, or is refractory to, first-line 
chemoimmunotherapy. 

 

Overview of product-related activities 

The Committee discussed ongoing evaluation procedures for ATMPs and other related procedures as 
summarised in the following tables: 

  








