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To: Working party on Phannaceuticals and Medical Devices (HTA) 

N° Cion doc.: 5844/18+ADD1 +ADD2+ADD3 

Subject: Proposal for a Regulation of the European Parliament and of the Council on health 
technology assessment and amending Directive 2011/24/EU 

The next meeting to discuss the Commission proposal for a Regulation on Health Technology 
Assessment is scheduled for 17 April 2018. At that meeting, the Presidency plans to hold an in­
depth discussion on the Impact Assessment caITied out by the Commission. In order to better 
prepare the discussion, the Presidency kindly invites delegations to provide written comments by 26 
March 2018 to the Presidency @bg-penmep.eu) and the Council Secretariat ( 
secretariat.phaimaceuticals@consilium.europa.eu). Delegations that have a national impact assessment 
relevant to this proposal ai·e invited to infonn the Presidency and the Secretai·iat and ai·e welcome to 
present it at the meeting. 

In order to help delegations prepai·e their comments and strncture the discussion, an indicative checklist is 
enclosed. It is taken from the cuITent Indicative guidance on Impact Assessment for Working Paiiy chairs 
(doc. 9790/16). 
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