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12 December 2017 EMA/779846/2017 International Affairs



2nd International Awareness Session - The EU medicines regulatory system and the European Medicines Agency An introduction for international regulators, NGOs and academia 08-09 March 2018 London, UK Chair: Dr Agnès Saint-Raymond



30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5505 Send a question via our website www.ema.europa.eu/contact



An agency of the European Union
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Day 1 - Thursday 8 March 2018 Time



Module / Topics



08:4509:00



Opening remarks and Official welcome



09:0010:00



01 - Setting the scene: Introduction to the EU Regulatory Network (including committees)



10:00– 11:00







The EU and the EU Regulatory Network







The EMA role



02 - Engagement with stakeholders 



Patients, Health Care Professionals and Academia







Pharmaceutical industry



11:0011:30 11:3013:00



Coffee break 03 - Early engagement on medicine development: Scientific Advice, ITF and PRIME 



Scientific advice: what it is and how to approach it







Qualification of novel methodologies: a pillar to effective translation of research







Innovation Task Force: a safe harbour to discuss innovation







PRIME: support to academia pursuing unmet medical needs



13:00– 14:00 14:0015:00



Lunch 04 - ATMPs 



Advanced therapy classification







Support for advanced-therapy developers



15:0015:30 15:3016:30



16:3017:30 17:30– 21:30



Coffee break 05 - Clinical trials in the EU 



CT authorisation in the EU







EU CT legislation revision



06 - Hot topic: EMA Support to Innovation



Group photo and Networking event
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Day 2 - Friday 9 March 2018 Time



Module / Topics for discussion



08:30– 10:30



07 - Benefit Risk assessment and good regulatory practice workshop 



Use of experts, assessment teams and peer review







Standard of evidence and guidelines







Types of approvals: conditional approval, accelerated assessment, adaptive pathways, post-approval commitments







Medicinal products lifecycle







Health Technology Assessment (HTA) bodies and reimbursement



11:0011:30 11:3012:30



Coffee break 08 – Dealing with specific populations and types of products 



Paediatric medicines, orphan medicines







Generics, biosimilars and herbals



12:30– 13:30



Lunch



13:3015:00



09 - Good practice and inspections 



GMP supervision of manufacturers and inspections and dealing with quality defects







GCP, GLP and GVP supervision and inspections



15:0015:30 15:3017:00



17:0018:00



18:0018:15



Coffee break 10 - Patient safety and Pharmacovigilance 



Overview of the EU Ph.Vig. systems







Signal detection and management







Eudravigilance



11 - International Cooperation 



EU Network international strategy







Bilateral cooperation: CAs, clusters and MRAs







Multilateral cooperation (ICH, ICMRA, IPRF etc.) and EU-M4All



Closing remarks
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