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PL comments  
 

 
In our opinion the lack of harmonisation of the documentation between products should not 
cause any difficulties. 
Harmonisation of the complete initial dossier or SmPC, PL and labelling is not a prerequisite 
for a worksharing procedure. In order to benefit from a worksharing procedure, it is expected 
that the same change(s) will apply to the different medicinal products concerned, with either 
no or limited need for assessment of a potential product-specific impact.  

 
 
To be consistent with the response to item 1, we think that there is no need of harmonisation 
in advance. 
The procedure without harmonisation in advance (for several, different medicinal product) is 
already common practice for MRP/DCP products and no problems have occurred.  
 

 
 
We agree that the deadline for adoption of Commission Decisions must be driven by public 
health. 
 
 

 
 
All safety variations, e.g. all changes to classification guideline categories C.I.1-C.I.3. 
 
 



 
 
We agree to extent the current system  to allow holders to implement certain variations prior 
to the adaptation of the Commission Decision.  Safety-relevant changes could then be 
implemented after the Opinion.  
 

 
 
We consider that introduction of any new deadline is not necessary. 
Article 24 (5) of the Commission Regulation (EC) 1234/2008 specifies a way of setting a 
deadline for implementation of  changes.  
 
 

 
 
We understand this issue, however in case of MRP/DCP procedures this problem is not so 
visible, from our point of view there is no such a proliferation of small changes in short period 
of time. 
 

 
 
Yes, we agree to extent the time limits for assessment of complex grouped applications. 
 
 

 
 
The changes to the procedure in Article 21 of the Variation Regulation is considered not 
necessary because  the Variations Regulation provides for a flexible procedure to authorise 
exceptionally and temporarily variations to the terms of a marketing authorisation for a human 



influenza vaccine where certain non-clinical or clinical trials are missing if a pandemic 
situation has been declared by the World Health Organisation or by the European 
Parliament and Council. 
 
 
 
 


