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• Relevant legislation

• Work undertaken by European Commission Expert Group on 

safety features

• Data requirements for each of: 

• Reimbursement

• Pharmacovigilance

• Pharmacoepidemiology

• Discussions with EMVO and NMVO regarding access

• Next steps



Relevant Legislation (i)

• Article 39 of DR (EU) 2016/161

• A legal entity …. … shall grant access … … to 

competent authorities … for ..

• Supervision of repository system and investigation 

• Reimbursement

• Pharmacovigilance or pharmacoepidemiology



• Article 32(4) – the repository systems shall 

include

• API 

• GUI

• Article 33(1)(e)  - API will enable transfer of 

data with NCAs

• Article 35(1)(i) – GUI will provide direct 

access to NCAs

• Article 36(j) – reports will be created to 

Relevant Legislation (ii)



EC Expert Working Group on Safety 

Features

• DR published in 2016

• Four working groups established

• WG1 Supervision (lead IE) 

• WG2 NCA access to repository systems 

(lead ES)
• WG3 Data traceability (lead IT)

• WG4 Best practices (lead BE)

• 20 MS participating + EC and EMA





Discussions with EMVO & NMVOs

• Formal discussions held alongside EC meetings

• Detailed discussions with WG2 

• Need for NCAs to discuss with NMVOs data 

relevant on a national basis and how these will 

be accessed



Work still to be completed

• Few reports required by NCAs are foreseen in 
the blueprint

• Some reports remain not clear for EMVO/Other 
reports will be developed but expensive

• Flexibility for the future is needed

• API has not yet been developed

• Good progress but much still to do

• Involvement of NMVO is essential
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