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CAT update 1 

Committee for Advanced Therapies (CAT) 
• EMA’s scientific committee for the evaluation of advanced therapy 

medicinal products (ATMPs) 

– Provision of scientific recommendations on ATMP classification 

– Contribution to early discussions with developers via ATMP classifications, 
scientific-advice requests and collaboration with the Agency's Innovation 
Task Force offers a platform for ATMP-related 

– Contribution to scientific advice for ATMPs  

– Preparation of scientific guidelines in the fields of gene- and cell-therapy 
and tissue-engineered products 

– Scientific evaluation of quality and non-clinical data for certification 
procedures 

• Leads discussions among national EU authorities and engages with 
global regulatory authorities on international standardisation 
discussions. 



Advanced therapy medicinal products (ATMPs) 
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ATMP 
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ATMPs submitted for marketing authorisation 

CAT update 4 

2009 ChondroCelect Repair damage to the cartilage in the knee Granted 

  Cerepro (2nd) Glioma Withdrawn – CAT negative opinion 

  Contusugene Carcinoma of the head and neck Withdrawn (bankruptcy)  

2010 Glybera Lipoprotein lipase deficiency who have severe or 
multiple attacks of pancreatitis 

Granted 

2011 Caomecs Limbal-stem-cell deficiency (LSCD) - an eye 
condition in which the patient lacks cells called 
limbal stem cells, which are found at the edge of 
the cornea 

Withdrawn - CAT negative opinion 

  

MACI 
Repair cartilage defects at the ends of the bones of 
the knee joint 

Granted 

  

Provenge 
Treatment of prostate cancer of using the patient's 
own  immune cells  

Granted 

2013 Holocar Ophthalmologicals Under consideration by CHMP 
  Heparesc Other alimentary tract and metabolism products Under consideration by CHMP 

2014 Zalmoxis  Antineoplastic medicines Under consideration by CHMP 



ATMP pipeline 
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Public consultation 
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