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A revised guideline has been recently issued by the European Medicines Agency to assist Applicants, Marketing Authorization 
Holders and Active Substance Master Files Holders in the compilation of the active substance section of dossiers for a 

Marketing Authorization Application (MAA) or a Marketing Authorization Variation (MAV) of a medicinal product. Any 
information that the applicant would like to protect should be contained within the Restricted Part (RP) of the application, 
while all other scientific information should be included in the Applicant’s Part (AP) of the application. “It is emphasized that 
the AP is still a confidential document that cannot be submitted by anyone to third parties without the written consent of the 
ASMF holder”, explains EMA in the guideline. Knowing the right format, content and procedure to submit Active Substance 
Master Files properly by EMA or by EU National Competent Authorities is essential to facilitate and accelerate the approval of 
MAA and MAV in Europe. This presentation describes what’s new in the creation, population and submission of ASMF in the 
EU and highlights the differences and similarities between Active Substance Master Files (EU) and Drug Master Files (US).
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