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Health Technology Health Technology Health Technology Health Technology AssessmentAssessmentAssessmentAssessment

�HTA��HTA��HTA��HTA�

…… is a multidisciplinary process that summarises
information about the medical, social, economic
and ethical issues related to the use of a health

technology in a systematic, transparent, 
unbiased, robust manner. 

Its aim is to inform the formulation of safe, 
effective, health policies that are patient focused

and seek to achieve best value. 

Despite its policy goals, HTA is always firmly
rooted in research and the scientific method. 



Health Technology Health Technology Health Technology Health Technology AssessmentAssessmentAssessmentAssessment

often referred to as „fourth hurdle“
(3rd hurdle is formal approval)

HTA is used for „rational decision-making“
with the intention of 

effective and efficient use of (limited) health care 
resources

INAHTA: 46 member agencies from 24 countries
EUnetHTA: 33 organisations from 23 EU Member States + Norway + 
19 Collaborative Partners
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The EUnetHTA Joint Action..

• ..is a request by the EU Commission and EU Member States to 
continue development of HTA in Europe

• ..builds on methods and tools already developed in the EUnetHTA
Project 2006-2008 and in the EUnetHTA Collaboration 2009

• ..focuses on scientific cooperation (reduction of redundancy) on 
HTA in Europe

• ..aims at delivering highest quality, transparency and added value
for the EU Member States

EUnetHTA Joint Action 
2010-2012 - Intention

Source: http://www.eunethta.eu/Public/Communication/Press_Releases/Starting-a-new-phase--European-network-for-
HTA-Joint-Action/
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EUnetHTA Joint Action 
2010-2012 - Overview

8 Work Packages:
WP1 Coordination, WP2 Dissemination, WP3 Evaluation, 

WP4 Core HTA, 

WP5 Relative Effectiveness Assessment (REA) of 
Pharmaceuticals,

WP6 Information Management System, 

WP7 New Technologies. Facilitating Evidence Generation and 
Collaboration on (Pre-Coverage) Assessments, 

WP8 Strategy and Business Model Development



ExcursusExcursusExcursusExcursus: Problem Analysis: Problem Analysis: Problem Analysis: Problem Analysis

Health systems under pressure:
problems with financing: demography, structural 

problems (too many hospitals), expensive  
technologies, management/control of increasing 

demands

Industry under pressure: 
less innovations, expiring patents/loss of exclusivity, 

protection of markets, re-allocation of marketing-
resources

Development of strategies – on both sides



Less innovations: Less innovations: Less innovations: Less innovations: 

low pharma productivitylow pharma productivitylow pharma productivitylow pharma productivity



Less innovations: Less innovations: Less innovations: Less innovations: 

low pharma productivitylow pharma productivitylow pharma productivitylow pharma productivity

50% of applications at EM(E)A are declined
of the EM(E)A approved, further 20% are 

declined by regulators/ reimbursers

only 30% demonstrate therapeutic innovation 
(added value)

about 5-8 products/innovations p.a.



Expiring patents/loss of exclusivityExpiring patents/loss of exclusivityExpiring patents/loss of exclusivityExpiring patents/loss of exclusivity
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OncoOncoOncoOnco drugs: orphan statusdrugs: orphan statusdrugs: orphan statusdrugs: orphan status

*Orphan Drug status at EMA

Drug/ 
product name

Results Monthly 
costs*

Trabectedin
(Yondelis®)
for ovarial
carcinoma

Declined by FDA, approved by EMEA;
improvement in PFS + 1.6 months and 
extension of OS + 1.1 months, no QoL
improvements

€ 6,300 

Everolimus
(Afinitor®) 
for RCC

Approved , improvement of  PFS + 2.1 
months , no extension of OS and no QoL
improvements

€ 3,600

Plerixafor
(Mozobil™)
for NHL and MM

Approved; better mobilisation of stem cells, no 
extension of OS and no QoL improvements

€ 6,644 
(1 day) –
€ 26,576
(4 days)

Azacitidine
(Vidaza®) 
for in MDS

Approved ; extension of OS + 9.5 months , 
side effects: most severe neutropenias

€ 5.400



HealthHealthHealthHealth Policy and Policy and Policy and Policy and ReimbursementReimbursementReimbursementReimbursement

ReactionReactionReactionReaction: : : : ConditionalConditionalConditionalConditional CoverageCoverageCoverageCoverage

• Temporary coverage/funding 
• Requirement to collect data on safety, effectiveness, cost-

effectiveness, and use of the technology

� Linking further research to HTA and coverage decision

Examples:
• Conditionally funded field evaluation - Ontario, Canada
• Monitored use - Spain
• Interim funding - Australia
• Coverage with evidence development - United States
• Only in research - United Kingdom
• Still in research - France.
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EUnetHTA JA (2010+)
WP 7 A+B: New Technologies

General objective: 
To support collaboration on new technologies and to 

contribute to reduce duplication of work by:

Strand A: Exchanging information on and developing 
tools to facilitate evidence generation.

Strand B: Exchanging information on current 
assessments of new health technologies.
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EUnetHTA JA, WP 7 A:
Facilitating evidence generation of new health technologies

• To implement a web-based toolkit for structured 
exchange and storage of information on evidence 
generation on new technologies.

• To define an agreed dataset to facilitate exchange of 
information on planned or ongoing prospective data 
collection including pragmatic trials.

• To develop criteria to select new technologies for which 
additional evidence generation is important.
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EUnetHTA JA, WP 7 B:
Pre-market/pre-reimbursement assessment of 
new non-pharmaceutical health technologies

• To support information flow on new medical interventions 

• To reduce duplication on the assessment of new medical 
interventions by alerting on parallel activities

• To facilitate collaboration on new medical interventions

Main tool/deliverable of WP 7B:

� Planned and Ongoing Projects list/ POP database

� Quarterly email requests to all EUnetHTA JA partners for a list of their POP

� synthesis of all projects (Excel list) and indexing all projects according to MeSH terms,

� Email alerts to agencies, who work on similar or identical projects at the same time in order to 
enforce collaborations and to reduce duplication

� Development of an electronic, web-based POP database in coop with WP 6 (released in June
2011) 
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EUnetHTA JA: WP 7 A*B

European wide coop on assessment of 
orphan drugs will happen in near future

Methods :
- HSS/ Early assessment
- CED/ Coverage under Evidence

Generation


