
Patient involvement  
in the development process 

& early access 
  

An industry perspective 
 
 
 
 

Lode Dewulf, 14 Dec 2015, London 

EMA-EBE Regulatory Policy Summit 2015 



The definition of innovation is changing 
From linear with the patient at the end 
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The definition of innovation is changing 
To circular with the patient engaged all the time 
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1. From the population average to the individual patient 

Patient Engagement throughout the development 
3 Current Key Challenges for Industry 
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The ghost of Karl Friedrich Gauss… 

08 Oct 2015 
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1. From the population average to the individual patient 

2. Medicine Development is global and Patient Engagement is local 

Patient Engagement throughout the development 
3 Current Key Challenges for Industry 
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We need an ICH on Patient Engagement 
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  We need to map and synergize Patient Engagement  We need to map and synergize Patient Engagement Iן

  We need to map and share Patient Engagement  We need to map and share Patient Engagement Pן

  G ן

Moving Forward & Going Global 
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PFMD launched in October 2015      www.pfmd.org 
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PFMD launched in October 2015      www.pfmd.org 
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1. From the population average to the individual patient 

2. Medicine Development is global and Patient Engagement is local 

3. Engagement requires trust and Industry still faces distrust 

Patient Engagement throughout the development 
3 Current Key Challenges for Industry 
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  P ן
•  The science of Patient Input 
•  Early access is not a short cut 

  T ן
•  Patient Engagement is largely pre-competitive 
•  Companies already collaborate; other stakeholders need to join 

Patient Engagement throughout the development 
How we can build trust 
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  l ן

Thank you 
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  Accident Based Medicine ן    A

  Belief Based Medicine ן   B

  Cash Based Medicine ן   C

  Data Based Medicine ן   D

  EVIDENCE Based Medicine ן   E

  EXPERIENCE Based Medicine  ן   E

A history of medicine… 
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   Evidence Evidenceן

   Experience Experienceן

The line between research and practice is fading. 
  E. ן

  T ן

From EBM to EMB 2.0 
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What is the definition and scope of RWE? 

Clinic
al 

trials 

Normal 
Clinical  
practice 

Normal Life 
Living with a disease 

ABPI definition: Normal clinical practice 
 
Proposed definition: clinical practice plus 
 Normal Life Living with a disease 

LD, 05 Nov 2015 
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