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Innovation & collaboration - A shared focus for EMA and CAMD  
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Alzheimer’s disease - Another shared focus for EMA and CAMD 
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High activity in Scientific Advice 
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 Pipeline activity 
 

 Value of Sc. 
Advice 
 

 Need for new 
solutions for CTs 
in AD? 



High activity in the Qualification  
Procedure 

 

 Introduced a new opportunity for innovators in 2008 

 Outcome: Qualification Advice or Qualification Opinion  

 

 Considerable experience in Alzheimer’s Disease:  

 16 qualification advices / CAMD pCOA tool   

 4 Qualification opinions for biomarkers for enrichment / CAMD low hippocampal vMRI 

 Qualification opinion for CAMD disease and trial model for mild to moderate AD 
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Data sharing & integration for Model Development 
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•Data to inform natural history of AD 

•Data from multiple sponsors to inform control 
arm elements 

-Placebo response 

-Drop-out 

-Covariate effects 

•Literature meta data to inform drug responses 

-Marketed Symptomatic Agents 

-Magnitude, onset of effect, offset 

 
  



Collaboration outside procedures - interactions over the last 
12 months 
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The example of the ‘EMA Data sharing initiative’ 
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SAWP Chair 

CNSWP Chair 

PMDA 

H. Canada 

US FDA 

CHMP Chair 

 Informal  
 Maintain dialogue w/ developers 
 Learn from experience 
 Inform future regulatory advice/ 

guideline (under revision) 
 Issues discussed include: 

o Target population 
o Enrichment 
o Dose selection 
o Relation BMs / clinical outcomes 
o Safety 
o Disease modification 

Guideline 
Rapporteurs 



Fostering global regulatory efficiency with partners 

Coalition Against Major Diseases and FDA 2015 Annual Scientific Workshop 8 



Parkinson’s Disease: A growing case for early intervention 
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Source: Dr Richard Wade Martins; Oxford Parkinson’s Disease 
Centre (Nov. 2013) 



Challenges of disease progression and heterogeneity – 
CAMD focus on Parkinson’s Disease 
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 Variable subpopulations 
recruited into randomized 
clinical trials 

 
 Moving forward: CAMD’s 

proposed roadmap focused 
on enrichment strategies in 
early motor PD and on 
disease modelling 
 

 EMA Qualification Advice 
ongoing for DAT SPECT 

 



Thank you for your attention 

 
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 
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