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I. Overview and Objectives 
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EUCOPE: the mid-sized companies perspective 

(at national + EU level)  

EUCOPE represents 
 

• 900+ mid-sized innovative companies via the associations EMIG, BPI, 
BioDeutschland, SwedenBio, IML, PEF, BIO (USA) at the EU Institutions and 
in Member States 

• Founded in 2010 in Brussels 

• Companies represented: Achillion, Actelion, Alcon, Alexion, Ariad, B. Braun, 
Biogen, BioMarin, Biotest, Celgene, CSL Behring, Ferring, Grifols, Intercept, 
Medac, Miltenyi, MSD, Norgine, PTC, Raptor, Sarepta, SOBI, Vertex, 
ZealandPharma, Zogenix 

• Recognized stakeholder by EMA, HMA, European Commission and the 
European Parliament 

• Innovative, mid-sized, often family owned or biotech companies 

 

EUCOPE Positions 
 

• http://www.eucope.org/en/positions/  

 

Primary focus is on market access 

 

• EUCOPE regularly informs members about changes regarding P&R in key 
Member States (EU 5) next to the legislation on the EU level 

 

http://www.eucope.org/en/positions/


EUCOPE Members (extract) 
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EUCOPE P&R topics for 2016 (in red) 

• Incentives and reimbursement for orphan drugs, advanced therapies and 

personalized medicines and fixed dose combinations 

• Foster innovation by coordination on HTA: avoiding national re-assessments / 

different comparators / participation in EUnetHTA / parallel advice 

• HTA and rare diseases: No “one size-fits-all” approach 

• No promotion of off-label use for cost containment purposes induced by 

law: Respect the authorized indication 

• Restrict tendering to non-innovative products and non-biologics  

• Joint Procurement / Joint Negotiations: Only under specific circumstances, 

voluntary – not suitable for OMPs 

• EMA Transparency Policy: Clear rules to protect CCI / trade secrets (CJEU 

intervention, EMA and NCA practice on FOI requests, TTIP) 

• New Clinical Trial Legislation: implementation and database 

• Serialization and Coding: pragmatic, cost-effective approach needed  

• EMA Early Access: PRIME + Adaptive Pathways  

• EU Funding: Horizon 2020 healthcare calls, IMI 2 

• IRP has to reflect patient access as main objective 
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Key objective 2016 I: MS shall allow for 

Differential Pricing and keep rebates confidential 



Key objective 2016 II: Economic off-label use: 

Common approach at EU Level in favour of predictability and 

patient safety 
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Key objective 2016 III: Strict conditions for 

Joint Procurement allowing for reward for innovation 
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Key objective 2016 IV: Restrict tendering to 

non-innovative products and non-biologics  
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Key objective 2016 V: HTA and rare diseases 

No “one size-fits-all” approach 

Country Orphan Benefits 

Germany Assumed added value up to 50m EUR , but negotiation of 

price 

France ATU pre –approval,  no benefits, conceptual support 

England  No 

Italy No 

Spain No 

Sweden Potentially higher ICER 

Finland None officially 

Austria None officially 

Scotland  Orphan Modifiers (potentially higher ICER, but…) 

Ireland None officially, but… 

Portugal & Greece None 
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Key objective 2016 VI: Incentives and 

reimbursement for OMPs, ATMPs, personalized medicines & 

fixed dose combinations 
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Thank you for your attention! 
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Director General 
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