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In July 2012, the new European Pharmacovigilance legislation started to come into effect. One of the changes brought in, 
was the requirement for all new generic marketing authorisation applications (MAA) to include a risk management plan 

(RMP). Prior to July 2012, a generic MAA could be submitted with a waiver statement that no RMP was required. This 
therefore imposed a significant change on generic companies. There is now just over two years experience with the preparation, 
assessment and implementation of RMPs for generic medicines. During this time, a number of issues and concerns have arisen. 
The aim of this session will be to review some of these issues and concerns and to look at how they may be addressed. 
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