
Industry Priorities for the QIG





Updates to the regulatory framework in Europe

• Modernization of the EU variation framework

• Establishing a Platform Technology Master File process

• Greater flexibility in Directive 2001/83/EC Annex 1

• Alternative manufacturing processes for biological drug substance

• Updates to EudraLex GMP, such as

• Test data in units not directly aligned 

• New approaches to environmental monitoring for self-contained, modular 
sterile manufacturing platforms. 


