


ATMP in the EU 









Tissue engineered product means a product that: 
 
— contains or consists of engineered cells or tissues, 
 and 
 
— is administered to human beings with a view to 

regenerating, repairing or replacing a human tissue 







DEBE CUMPLIR LA LEGISLACIÓN DE MEDICAMENTOS 

• autorización de uso: comercialización,  investigación clínica, 
 uso compasivo 
• garantías de calidad, seguridad, eficacia 
• son aplicables GMP (producción y control), GLP (estudios 
 no clínicos) y  GCP (ensayos clínicos) 

 investigación clínica, uso compasivo 
 autorización por cláusula de exclusión 

autorización de comercialización 
 en la UE  



 Advanced therapy medicinal products which are intended 
to be placed on the market in Member States and either 
prepared industrially or manufactured by a method 
involving an industrial process (Title II of Directive 
2001/83). 



 
Advanced Therapy Medicinal Products 

Regulation (EC) 1394/2007 

 

 Marketing authorisation required 

 Demonstration of Q, S & E 

 Post-authorisation vigilance of S & E 
 Centralised procedure mandatory 



Price and reimbursement 
decided by each member 

state  



from EMA 



from EMA 

ERA 



QUALITY 

DRAFT  OPINION 

RMP 

OVERALL FINAL OPINION 



• 1 member per MS (+1 alt) - 28 
• 1 member from NO and ICE (+1 alt) (observers) 
• 5 co-opted members (elected by the CHMP) 

                                                                                                                                                                     

FINAL opinion on ALL 
medicines for HUMAN use 

http://europa.eu.int/comm/enlargement/estonia/index.htm
http://europa.eu.int/comm/enlargement/bulgaria/index.htm
http://europa.eu.int/comm/enlargement/cyprus/index.htm
http://europa.eu.int/comm/enlargement/czech/index.htm
http://europa.eu.int/comm/enlargement/estonia/index.htm
http://europa.eu.int/comm/enlargement/hungary/index.htm
http://europa.eu.int/comm/enlargement/latvia/index.htm
http://europa.eu.int/comm/enlargement/lithuania/index.htm
http://europa.eu.int/comm/enlargement/malta/index.htm
http://europa.eu.int/comm/enlargement/poland/index.htm
http://europa.eu.int/comm/enlargement/slovakia/index.htm
http://europa.eu.int/comm/enlargement/slovenia/index.htm
http://www.enchantedlearning.com/europe/romania/flag/Flagbig.GIF
http://www.buldir.com/images/bulgaria_flag.gif
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07/2009 CHONDROCELECT Autologous chondrocytes  

07/2012 GLYBERA AAV-LPL  

04/2013 MACI Matrix-induced autologous chondrocyte implantation 

06/2013 PROVENGE Autologous PBMC activated with PAP-GM-CSF 

12/2014 HOLOCLAR Autologous human corneal epithelial cells  

10/2015 IMLYGIC Oncolytic HSV-1 - GM-CSF  

04/2016 STRIMVELIS Autologous CD34+ - RV hu ADA 

06/2016 ZALMOXIS T cells - HSV-TK 

05/2017 SPHEROX Spheroids of human autologous matrix-associated 
chondrocytes 

12 / 2017 ALOFISEL Allogeneic expanded adipose stem cells 







07/2007 CEREPRO AdV-HSVtk 

12/2008 ADVEXIN AdV-p53 

01/2013 
HYALOGRAFT C 

AUTOGRAFT 
Autologous chondrocytes 

03/2013 ORANERA 
Autologous oral mucosal epithelial 
cells  

10/2015 HEPARESC Human heterologous liver cells 











EMA Annual Report 2014. Available at: http://www.ema.europa.eu/docs/en_GB/document_library/Annual_report/2015/04/WC500186306.pdf (accessed October 2016) 
EMA. Available at: http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000660.jsp&mid=WC0b01ac058096f643 (accessed October 2016) 
 

http://www.ema.europa.eu/docs/en_GB/document_library/Annual_report/2015/04/WC500186306.pdf










limbal stem cells 

chondrocytes 
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