
An agency of the European Union 

EMA support to and involvement in 
regulatory science 

HCPWP workshop on the framework of collaboration with academia, 15 June 2016 
 

Presented by Corinne de Vries on 15 June 2016 

Head of Science & Innovation Support (ad interim) 

Human Medicines Research & Development Support Division 



Outline  
 
 
 • General trends 

• Current opportunities for regulatory interaction 
• Intelligence gathering for science and innovation 

support 
• Collaboration with academia: an eye to the future 



Outline  
 
 
 • General trends 

• Current opportunities for regulatory interaction 
• Intelligence gathering for science and innovation 

support 
• Collaboration with academia: an eye to the future 



3 



4 



0

200

400

600

800

1000

1200

1400

1600

1800

2007 2008 2009 2010 2011 2012 2013 2014

Phase I

Phase II

Phase III

Phase IV

Clinical Trials in Europe 



Global environmental changes / trends 

Costs for R&D are increasing  

Cost of innovative medicines are increasing 

Investments are moving away from Europe 

Ageing population will drive up consumption of medicines 

Number of expiring patents steadily decreasing 

Supply chain is increasingly complex, medicines shortages in some 
areas 

 

 



EU Medicines Agencies Network Strategy to 2020 
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towards a system that  
• is more agile 
• more likely to deliver 

innovative medicine 
• meets unmet medical needs 
• fosters excellence, incl: 
• effective use of resources 

available across the EU 
• is patient focused 
• promotes better regulation 
• ensures effective 

communication 
• … 

Enhancing use of BI from BPMs - MLT 6-June-16 
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Opportunities for short / longer visiting arrangements 
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• National expert on 

secondment  

• Visiting expert 

• Traineeships 

 



Scientific Advice 
Facilitating medicines development 

 

 

  

  Growth area 

  15 countries active  

  Short cycle procedures (40 or 70 days) 

  Strong integration in all Committee work 
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• 73 parallel EMA – HTA SA procedures with EU 

HTA bodies from UK, Italy, Germany, Sweden, 

France, Netherlands, Spain, Belgium, Austria, 

Poland, Norway, Hungary  

• Broad range of indications:  

Lung cancer, Breast cancer, Pancreas cancer, 

Melanoma, Asthma, COPD, Diabetes, Heart 

Failure, Depression, Alzheimer’s, Migraine, 

Infections, Rare diseases, Myasthenia Gravis 

EMA-HTA Parallel Scientific Advice 
Experience so far 

 

 



 

A strategic regulatory toolbox to promote innovation & development  

of new medicines by SMEs: 

o A single interface, facilitate communication  

o SME assignment, public SME register 

o Fee incentives, regulatory assistance, translations 

o News bulletins, SME user guide, workshops 

 

In 2015,  

o 1450 SME companies registered with EMA 

SME Office: tailoring assistance to SMEs 
 

 

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004134.pdf 



 Free of charge, early dialogue on scientific, legal and regulatory 
issues 
 

 knowledge exchange on innovative strategies involving EU network 
 

 address the impact of emerging therapies and technologies on current 
regulatory system 
 

 identify the need for specialised expertise at an early stage 
 

 identify issue of particular interest to regulators in preparing for formal 
procedures (e.g. biomarkers qualifications, scientific advice) 

Innovation Task Force 
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SA: Alzheimer’s Disease activity  

•Unprecedented numbers of SA 

•Unprecedented numbers of initial MAAs: 0 
•Data sharing initiative 

 what went wrong? 
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ITF recent trends analysis (2013-2015) 
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 Borderline products and Novel and technologies    
 Cosmetic / Food  Def. MoA (MDEG / Helsinki)     

 Biomaterials 
 Demarcation towards cell, tissue and blood regulation     
 Combination products / principle MoA     
 Nanotechnology        

 
 Regulatory framework for “really” Personalised Medicines   

 N=1 trials       
 treatment algorithms       
 Conditions vs. MoA       
 Modelling and Simulation / Extrapolation     

 
 eHealth  

 Health Apps,  
 electronic data collection / processing in CTs / e-consent 

 
 Bedside manufacturing 

 bring the (individualised) product to the patient,  
 technical integration / cont. manufacturing / QbD 

 
 “Expertise” gap / bridge for SA during drug development 

 NC  FiM CT  Phase II / III design (global FDA / PMDA)             
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IMI consortia we provide support to: 
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ADAPT-
SMART 

PATIENT-SMART 

In addition: 

• Advisory board membership  

• Dedicated liaison officer 
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Considerations: as strategic and effective as possible 

• Resource implications 

• Conflict of interest – perceived or real 

• Alignment with Network Strategy 2020 

• Impact on EU public health 

• Existing opportunities for regulatory interaction 

• Not at the bidding stage – no competitive (dis)advantage 

Regulatory science projects 



Opportunities for short / longer visiting arrangements 
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• National expert on 

secondment  

• Visiting expert 

• Traineeships 

 



Thank you for your attention 

corinne.devries@ema.europa.eu 

 

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 

 

Further information 

Follow us on      @EMA_News 


