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First announcement - save this date in your diary!

The latest developments

Scientific review, regulation
and marketing authorisation procedures

EMA (London), 16-17 March 2017

e Schedule: 16 March 2017 13:30 PM to 17 March 2017 13:00 PM.

e Added value: An opportunity for professionals to get first-hand information on current developments
in the regulatory scene with good networking opportunities.

e Registration: Please book this date in your diary! Registration is now open (see attached form).

Outline Programme

The programme will include sessions covering scientific developments, procedural developments and
regulatory policy. The topics included in the draft programme are illustrated below.

Session I: Scientific Developments
e CVMP work plan for 2017
e Anthelmintic resistance
e AMR update
e PBT substances

Session II: Availability of VMPs
e Vaccine availability action plan

e Impact of future legislation on availability

Session lll: Innovation
e Horizon scanning
e Innovation —what is industry’s view
e Update on ADVENT
e Recent experiences with centralised procedure

Session IV: EU Procedural Updates
e Transparency/communication policy
e Approach to standard terms
e EMA new VDiv organisation

Session V: Regulatory Policy
e Future Legislation: harmonisation of SPCs

e  Future Legislation: pharmacovigilance



