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BREAKDOWN OF ISSUES RAISED 

ATMP SUBMISSIONS TO THE EMA SINCE 2001  
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Process Control M M M M O X M M M M M M X X M

Starting material O MF X M

Raw materials 

quality/spec
O M X? X M M

Intermediates X M X O

In-process testing ? M M X? X X? O

Process parameters M X X X? O

Release testing X M M O M M O M X M M X X M

Justification of 

specifictions
X X M X MF X XF X M M X O

Gene Therapy Medicinal Product

Cell-based Medicinal Products
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Analytics

Method unsuitable (excl potency) X X

Potency Unsuitable X X X X X

Validation XFUM X X

Validation (excl potency) X X

Validation of potency X X X X

Gene Therapy Medicinal Product

Cell-based Medicinal Products

BREAKDOWN OF ISSUES RAISED - METROLOGY 

ATMP SUBMISSIONS TO THE EMA SINCE 2001  
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