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Organisational matters
CHMP meeting 22-25 April 2013

The Committee noted the following:

The appointment of Emilia Mavrokordatou as a new CHMP member for Cyprus who replaced Arthur
Isseyegh in this role. Arthur Isseyegh was appointed as a CHMP alternate member.

The appointment of Luca Pani as a new CHMP member for Italy who replaced Daniela Melchiorri in
this role. Daniela Melchiorri was appointed as a CHMP alternate member.

The main organisational topics addressed during the April 2013 CHMP meeting related to:

The adoption of the mandate, objectives and rules of procedure for the European Medicines Agency
Human Scientific Committees’ Working Party with Healthcare Professionals’ Organisations
(HCPWP). This is a step forward in the further implementation of the framework for interaction
between the European Medicines Agency and healthcare professionals as it formalises the current
EMA/CHMP Working Group with Healthcare Professionals’ Organisations into a working party with
links to the six EMA Human Scientific Committees.

The adoption of the revised mandate, objectives and rules of procedure for the European Medicines
Agency Human Scientific Committees’ Working Party with Patients’ and Consumers’ Organisations
(PCWP). The revision includes a representative of the new Pharmacovigilance Risk Assessment
Committee as a member of the working party and addresses other membership issues.

The endorsement of the ASMF WG proposal for a pilot work sharing procedure for assessment
reports of new Active Substance Master Files (ASMF). In this voluntary program, the ASMF will be
assigned a single EU number and its assessment report will be stored in a centralised database
shared within the European Regulatory Network. The procedure will be based on principles of
mutual recognition of assessment reports among Member States.

The discussion regarding the draft agenda of the Informal CHMP meeting to be held on 9-10 May
2013 in Dublin, Ireland. This meeting is a Presidency meeting, organised during the Irish
Presidency of the Council of the European Union.
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