Annex 3
Template for sending comments to P-RMS

Comments on Work sharing PSUR (Preliminary/Final) assessment report

Procedure number XX/H/PSUR/XXXX/XXX

1. Comments sent by:

	Member State
	

	Assessor(s)
	Name:

Email:

Telephone:


2. Comments refer to report on: 

	Active substance
	

	brandnaME(s)
	

	<for MRP products also procedure number> 
	

	Pharmaceutical form(s) and strength
	

	MAH(s)
	

	DLP
	

	PSUR Nº
	Covered period

	(P)RMS
	

	Assessor
	

	Contact point
	


3. Comments

We fully endorse report of the P-RMS and have no additional comments 

(
We endorse the report of the P-RMS and have additional comments

(
We endorse the report of the P-RMS and have additional information 

(
for the attention of the P-RMS.

4. Additional comments

	Issue
	Proposed action e.g. updating product information, close monitoring, other risk minimisation measures

	
	

	
	

	
	

	
	

	
	

	
	


5. Additional information from PSUR in NCA of member state

	Issue
	Proposed action e.g. updating CSI, close monitoring

	
	

	
	

	
	

	
	

	
	

	
	


Relevant PSUR attached 
Yes (

No  (
