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EUCOPE, an EU association… 
…representing mid-sized innovative companies at national and EU levels 

900+ 
mid-sized innovative  

companies 

 
Founded in 2008  

in Brussels with 10  

member companies 

Recognised stakeholder  

by EMA, HMA, European 

Commission and European  

Parliament 

 

Innovative, mid-sized  
pharma and biotech  

companies many in the  

field of rare diseases 

 
EUCOPE 

http://www.eucope.org/en/eucope-  
members/ 

 
 

Focus on EU Advocacy, Regulatory  
and Market Access 

130 members 

in 2020 
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Our vision for the EU environment for  
the development of rare diseases treatments… 

….bridging the gaps with actionable 

proposals, to foster the cycle of 

biopharmaceutical innovation for 

rare disease patients. 
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Our 
recommendations 
& commitment  
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We need a holistic, integrated 

and well functioning EU 

environment for the 

development of OMPs, to 

reinvest in rare diseases R&D 
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Guidance on 

defining 
uncertainties and 
evidence gaps in 

the assessment of 
value of specialised 

treatments for rare 
diseases and better 

leverage the 

potential of RWE 
for research 

Models to include 

RWE in HTA 
assessment: the 

partnership seeks to 

establish a learning 
network. 

Recommendations 
on adopting 

standards and 

legal basis for use 
of Real-World 

Evidence 

Applying Orph-val 

to various markets 
to assess feasibility 
of enacting greater 

consistency in 
P&R systems at 

national level. 
Building on existing 

cooperation 

mechanisms ( e.g. 
MoCA-OMP) 

 

Two examples of our approach  

R&D  (Post) marketing authorisation & P&R 

Multi-stakeholder 

initiative 
producing 

proposals to 

strengthen the 
incentives 

environment for 
orphan drugs 

Innovation 

European Expert Group on 

Orphan Drug Incentives 

 

 

 An informal 

MEPs interest 
group to 

promote 
discussions 

with key 

stakeholders 
around cell 

and gene 
therapies.  

Innovation environment  

Patient-focused 

collaboration that 
seeks to improve 
patients’ access 
to Gene and cell 

therapies 

 The initiative aims 
to identify and 

validate the 

challenges to 
patients’ access 
across countries  
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OD EXPERT 
GROUP 



NEW PARTNERSHIP 
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European Expert Group on 

Orphan Drug Incentives 
 

 

 

6 EUCOPE companies* 

sponsors and members  

Alexion, Biogen, Chiesi, BMS, PTC, Takeda  

& independent experts, 

investors, academia  

FULL Expert list 

at https://od-

expertgroup.eu/  

https://od-expertgroup.eu/
https://od-expertgroup.eu/
https://od-expertgroup.eu/


Governance structure  
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Members of the European Expert Group on Orphan 

Drug Incentives 

Focus 

Group 1 

Focus 

Group 2 

Focus 

Group 3 

Steering 

Team 

Co-Chairs 

EUCOPE 

EURORDIS 

Knowledge Partner 

Coordination + Logistics (CONCILIUS) 

Sets 

directio

n and 

process 
 

Ensures 

coordina

tion 
 

Tracks 

progress 

Leads all 

content work 
 

Ensures 

alignment 

through 

consensus 
 

Approves all 

outputs 

Supports 

Expert Group 

and Focus 

Groups in 

research, 

moderation 

and drafting 

Provides 

secretariat, 

coordination 

and 

logistics 

Core group  



Four guiding principles  

to revise the OMP policy framework 

Ensure a competitive EU policy framework  
 

a 

Conceive a holistic policy 
framework for the OMP 
development path 

b 

Lead the revision from a multi-
stakeholder perspective 

Think policy changes from an 
investment perspective c 

d 

Ensure a competitive EU 
policy framework  



Improve the OMP incentive framework  



Next steps 

 

• Work finalization and launch 
foreseen in March 
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RWE4DECISIONS 
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Recommended actions for each stakeholder group 

 Collaboration 

 Support the use of RWE in Payer/HTA decisions about highly innovative technologies 

 The RWE generation plan at various stages throughout the technology life cycle 
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The use of Real-World Evidence to support payer/HTA decisions in the EU 

The RWE4Decisions initiative is enabled by the sponsorship provided by EUCOPE, Astra Zeneca, Gilead Sciences, Novartis, Roche  and Takeda 

A multi-stakeholder initiative to agree when, by whom and how real-world data could be 

collected for highly innovative technologies. 

Commissioned by the Belgian National Institute of Health and Disability Insurance 

(INAMI-RIZIV), the multi-stakeholder group is composed of HTA authorities, payers, 

regulators, patient representatives, researchers/clinicians, industry and academics.  

To assess the value of potentially transformative highly innovative treatments, as they 

come to market often with limited evidence from traditional clinical development 

programmes. 

WHAT 

WHO 

WHY 
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RWE4Decisions calls for the creation of a multi-stakeholder EU Learning Network on Real-

World Evidence, which is based on a transparent governance mechanism. This Learning 

Network, designed for Member States to implement evidence-based decision-making, should 

be supported by EU funding, and: 

 

1. clarify when, by whom and how real-world data should be collected in order to generate 

real-world evidence that meets the needs of patients and healthcare systems; 

2. be based on a voluntary mechanism; 

3. be underpinned by robust methodologies in alignment with other initiatives. 

 

Call to action is accessible here: https://rwe4decisions.com 

HOW 

https://rwe4decisions.com/
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Thank you! 

Dr. Alexander Natz, LL.M. | Secretary General  

natz@eucope.org 


