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• A few facts about Medical Devices 

• HTA  of Medical Devices 

• Market Access Jigsaw 

• Initiatives at European level 

 

Agenda 
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3’500 technologies approved in EU 
500 Class III 

10’000 patent applications to EPO  

Every year  
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25’000 companies in EU 

95% SMEs 

$ 100 billion market  
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HTA 
Health Technology Assessment  
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Specificities for HTAs on Medical Devices 
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http://www.ehti.info 
 

Specificities for HTAs on Medical Devices 
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• Problems in conducting  clinical studies 

• Learning curve 

• Generization  - Class effect 

• Accounting for the wider organizational impacts 

 

 

Specificities for HTAs on Medical Devices 
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Source : Ergina P et al, Surgical Innovation and Evaluation 2- Challenges in evaluating surgical innovation 
Lancet – Vol. 374 – September 2009 

Learning curve  
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Assessing the impact of volume of interventions 

Source :  KCE report 113 –  2009 
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Assessing the impact of volume of interventions 

Source : Ross et al, Hospital Volume and 30-day Mortality for 3 Common Medical Conditions ,  
NEJM ; March 25, 2010,  362; 12, 1110-1118 
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Example of evaluation report (France) 
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Source: CNEDIMTS assessment report – Percutaneous pulmonic valve  
 
 
 

Prerequisites of technical platform 

Composition of multidisciplinary team  

Required training and expertise 

Authorized centers – required volume 
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Internal Validity of non randomized studies 
Guideline by EUnetHTA  
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Market  Access Jigsaw  
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The Market Access Jigsaw  

– Regulatory:     Always 

 

– HTA:      Sometimes 

 

– Reimbursement:  More often by procedure 

         In-patient  / Out-patient / Community Care 

Implantable / non-implantable 
Class / single brands 
 

– Procurement:   
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Where HTA Informs the Route to Market 

Regulatory Approval 

Regulatory Approval 

Reimbursement 

Reimbursement 

Innovation 
Payments 

National Contract 
Hospital 

procurement 

Regional Contract 

Coverage (DRG) 

Regional 
procurement 

HTA 

HTA 

Central 
procurement 

Local procurement HTA 

HTA HTA 
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HTA for Medical Devices across EU 

 
Formal HTA process  
Clear link to reimbursement 
Impact on diffusion   

Some kind of a HTA process 
No clear link to reimbursement 
No impact on diffusion  

Very sporadic or no HTA 

No information 

Formal HTA process 
No clear link to reimbursement 
Impact on diffusion  
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• About 365 HTA reports involving medical technologies in 2014 

• 12 countries 

• 80% of these HTA reports were published in 4 Countries  

      (France, Spain, UK, and Sweden) 

• 50% of these HTA reports were published in France 

 

A few numbers 
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HB – HTA  

Different types of HTA  
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Hospital-based HTA   
 

Provide decision-makers with contextualised assistance on how to make sound 
investment decisions on innovations, thus ensuring that good-value innovative health 
technologies reach clinical practice. 

• Tailoring HTA to specific hospital circumstances (comparators, 

how care is organised in the hospital, BIA,…) 

• Keeping a sharper focus on technologies that are of specific interest 

for the hospital 

• Timely adjustment to hospital context 

• In collaboration with “decision makers” (end users) 
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Domains of the AdHopHTA survey 

 

Clinical manager Hospital 
manager 

 
D1: Health problem 

74% 51% 

 
D2: Technology characteristics 

16% 19% 

 
D3: Safety 

82% 77% 

 
D4.1: Clinical outcome effect size 

84% 74% 

 

D4.2: Quality of evidence 

74% 72% 

 
D5.1: Economic - societal point of view 

24% 23% 

 
D5.2: Economic - hospital point of view 

42% 61% 

 
D6: Ethical 

24% 19% 

 
D7: Organizational aspects 11% 30% 

 
D8: Social 

11% 5% 

 
D9: Legal 

26% 21% 

 
D10.1: Strategic 

26% 35% 

 
D10.2: Political 

0% 7% 

Five most important domains in decision-making by type of 
manager. 

Hospital-based HTA   
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Hospital-based HTA and EUnetHTA domains 
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HTAs performed on Medical Devices   

– More or less assessments ? 

– Different evaluation pathways? 

– Different methodologies? 

– Different requirements in terms of evidence? 
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* LYG and outcome weighted survival metrics, DALYs / QALYs 

HTA-related initiatives at EU level 

1. Permanent HTA network (October 2013) 

2. EUnetHTA JA2 (January 1, 2013 - September 30, 2015) 

3. AdHopHTA (October 2012 – September 2015): Hospital HTA 

4. MedtechHTA (July 2012 – June 2015): HTA for Medical Devices 

5. INTEGRATE-HTA (2013 – 2015): Evaluating Complex Technologies  

6. ADVANCE-HTA (January 2013 – December 2015): HTA for Diagnostics 
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Key principles for the conduct of HTAs:  
 
• scientific rigour  
• timeliness 
• inclusiveness  
• transparency  
• review  
• support for implementation 

 
• specificities of medical devices  
    (commensurate evidence – learning curve) 

 

In summary  
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A few websites 

 http://www.eucomed.org 

 http://www.eunethta.eu 

 http://www.adhophta.eu 

 http://www.advance-hta.eu 

 http://www.integrate-hta.eu 

 http://www.medtechta.eu/wps/wcm/connect/site/medtechta/home 
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          Thank you ! 


