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What is Health Technology Assessment (HTA)? 

Healthcare technology is defined as 
prevention and rehabilitation, vaccines, 
pharmaceuticals and devices, medical and 
surgical procedures, and the systems within 
which health is protected and maintained. 

Source: website of International Network of Agencies for Health Technology Assessment 
(INAHTA) 
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What is Health Technology Assessment (HTA)? 

Health Technology assessment is a 
multidisciplinary field of policy analysis.  
It studies the medical, social, ethical, and 
economic implications of development, 
diffusion, and use of health technology. 

Source: website of International Network of Agencies for Health Technology Assessment 
(INAHTA) 
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HTA 

Cost 
consequence 

Health 
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MA 

What distinguishes  
regulators from HTA/payers? 
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Decision makers on the road to market access 

Regulatory 
Agency 

Payer /  HTA 
body 

Prescriber             Patient as 
payer 

Does the drug 
do more good 
than harm in a 
defined group 
of patients? 

 

Market and 
patient 
access 

 

Drug 
candidates 

 

What are the 
health and cost 
consequences 
associated with 
this drug 
relative to other 
interventions? 

How does the 
drug perform 
relative to other 
interventions in 
this patient? 

Am I willing and 
able to pay for 
this treatment 
out-of-pocket? 

Nature Rev Drug Disc, 2010 

“3 x GDP drugs” 
GDP (PPP) per capita in the EU in 

2013: ~ € 25,000  
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HTA in the EU 

• One standard for drug approval 
• One application, one assessment 
• One decision valid in 28 EU + 3 EFTA countries 

• “single payer”, but: 
• 30+ different HTA methodologies and 

interpretations 
• 40+ independent decisions about whether the 

medicine should be paid for 

• EU network of HTA bodies: EUnetHTA 
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EMA – HTA collaboration 

Process level: 
• 2x per year meetings EMA - EUnetHTA 
• Parallel scientific advice (28 cases) 
• Joint workshops 
• Mutual input into technical guidelines 
• Special projects 
• Three-year work plan (November 2013) 
• ‘One-stop shop’ to the EU market? 



8 

Content level (1/2): 
• Project: How can the ‘EPAR’ better serve 

the needs of HTAs? 
• Scientific advice /early dialogue involving 

regulators and HTAs 
• Post-licensing data generation 
• Scientific and methodological guideline 

development 

EMA – HTA collaboration 
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Content level (2/2): 
• Availability of clinical study data 
• Orphan medicinal products 
• Cooperation in (pilot) projects (e.g. IMI 

project GET-REAL, Adaptive Licensing, 
etc.) 

EMA – HTA collaboration 
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Conclusions 

EMA – HTA collaboration… 
• cannot (directly) address affordability but will 

hopefully…  
• align the information needs of regulators and 

HTA’s,  
• make pre- and post-licensing evidence 

generation more efficient (faster? cheaper?), 
• enable timely availability of beneficial drugs to 

patients. 
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Thank you! 
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