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BACKGROUND 

• EMA-EC Notice publication 2nd May 2016 followed by EMA-EC 

Notice publication 31st May 2016 

 



Next Steps 



Next Steps 

1st Industry Stakeholder meeting on “Brexit” and 
operation of the centralised procedure for human 
medicinal products of 4th October 2017 [report] and for 
Veterinary product of 13th October 2017 [report] 
 
 
• From Industry Stakeholders priority topics identified:  

 
-  MAHs Transfers 
-  Manufacturing and supply chain 
-  Pharmacovigilance 
-  Cross projects activities i.e. telematics etc. 
  

• Need for continued and frequent dialogue with Industry Stakeholders to 
exchange information in the months to come 
 

• Need for regular Q&A updates and EMA procedural guidance to be released.  
For the latter, with (short period) industry consultation, where and as appropriate 
 

• Centralised MAHs Survey to be launched 4Q, 2017-1Q, 2018: 
- To obtain companies specific “Brexit” preparedness activities” information 

for EMA submission “workload” 2018 forecast for 2018 planning. 
 

 
  
 

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2017/10/WC500237768.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2017/11/WC500238889.pdf


2017-2018 EMA-Industry Stakeholders interactions on “Brexit” related topics 

2017 calendar 

2017 – 2018 planned meetings with industry stakeholders 



RECOMMENDATIONS to INDUSTRY 

• Consult regularly EMA website on the “United Kingdom’s withdrawal from the European 

Union ('Brexit')” [Link]  for update on EMA “Brexit” related information; 

 - Publication EMA procedural guidance 

 - EMA-EC Q&A document(s) 

• For any questions that you may have further to the Q&As publication, EMA procedural 

guidance, you are advised to liaise with your EMA following contacts : 

−Product specific  - EMA Project Manager as primary Brexit related matters contact: 
“nameEMA PM”@ema.europa.eu 

−SME office – for queries from small and medium sized enterprises –  
SME@ema.europa.eu 

−Company portfolio discussions – EMA pipeline meeting discussions: 
businesspipeline@ema.europa.eu 

−Industry stakeholders liaison – for industry EU trade questions particularly via trade 
associations: industry@ema.europa.eu  

−Ask-EMA – for general Brexit-related questions: Complete form in enclosed link. 

•   Inform EMA of any changes in intended submissions at centralised level across  
   pre- and  post- activities 

 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/general/general_content_001707.jsp&mid=WC0b01ac0580a809a7
mailto:industry@ema.europa.eu
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/landing/ask_ema_landing_page.jsp&mid=


 
 
 

Thank you 

 
European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

Follow us on      @EMA_News 

 
 
 

Any Questions ? 
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