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Stakeholders and Communication Division
Table of actions - EMA Human Scientific Committees' Working Parties with Patients’ and Consumers’ Organisations (PCWP) and Healthcare Professionals’ Organisations (HCPWP) joint meeting
17 September 2015, 08:45hrs to 17:00hrs – meeting room: 3E
Co-Chairs: I. Moulon (EMA), D. Haerry (PCWP), G. Calvo (HCPWP)

	Topic
	Action by

	1. Benefit/Risk research

	· Follow up from PROTECT project; results from VISUALIZE (benefit/risk) research study
· Share link of published report, once available  
	EMA


EMA initiatives and ongoing activities 

	2. 

	· Need for collaboration in pharmacovigilance to ensure effective health protection and promotion
· Members will be contacted for participation in initiatives related to impact of pharmacovigilance (e.g. targeted surveys)
	EMA


	· New pharmacovigilance systems and services
· Dedicated presentations on the article 57 Database and EudraVigilance will be organised for the PCWP/HCPWP joint meeting of March 2016
	EMA


	· Clinical Trial regulation transparency update
· Members will be kept updated of further developments
	EMA


	· Enhanced early dialogue to foster development and facilitate accelerated assessment
· Members will be updated on developments as they progress, including possibilities for involvement
	EMA

	3. Committee / working party feedback

	· Overview of HMPC; tasks and responsibilities
· Potential involvement in the work of the HMPC will be followed up  with the Committee for next steps

· Any additional PCWP members with an interest should come forward with their names
	EMA

PCWP

	· Progress report from PCWP and HCPWP topics groups
· More extensive reporting will be organised during the PCWP/HCPWP joint meeting of March 2016
· Planning of TCs between now and March 2016 will be arranged for each topic group
	EMA/PCWP/HCPWP

EMA



	· PCWP and HCPWP work programmes for 2016
· Work programmes were adopted
· Adopted work programmes will be presented for adoption to all six Human Scientific  Committees
	EMA



	· Reminder new eligibility criteria and new working party mandates
· Members are encouraged to refer to the guidance on the eligibility requirements to ensure compliance with revised criteria by end 2015
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2015/05/WC500187018.pdf 

· Further information on mandates and elections of co-chairs will be provided during the PCWP/HCPWP joint meeting of March 2016
	PCWP/HCPWP

EMA

	· Results of survey to national competent authorities

· To be presented during the PCWP meeting with all eligible organisations in November 2015
	EMA

	4. AOB
	

	· PCWP 10 year anniversary
· Any contributions of photos, ideas for interviews or any volunteers would be very welcome by 31 October 2015
	PCWP
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	Telephone

+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact
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