
HTA in Greece and in Europe
How do we compare & what do we 

expect?

Olympios Papadimitriou

President SFEE
General Manager 

Novo Nordisk Hellas



Staffing varies a lot in HTA organizations – Full Time 
Employees is the common denominator

Presentation title Date 2

Mapping of HTA national organizations, programmes and processes in EU and Norway, EU Commission, May 2017

Greece: 2 committees with part-time employees
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The example of NICE: staff roles & responsibilities
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• TLV is a central government agency since 
2002

• 140 employees who determine whether a 
pharmaceutical product, medical device 
or dental care procedure shall be 
subsidized by the state.

• TLV´s budget for 2018 is 13,5 M Euro 

• The mission is to decide which medicines, 
medical devices and dental care 
treatments shall be reimbursed.

• TLV has two Boards with decision-making 
powers: the Board for Pharmaceutical 
Benefits, and the Board for Dental 
Benefits.

➢ The Board for Pharmaceutical Benefits 
rules on pricing and reimbursement 
for new medicines and other products 
which are part of the reimbursement 
system.

The example of the Swedish TLV 
(The Dental and Pharmaceutical Benefits Agency)
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Published guidance: Comparison of data accepted/ requested 
by regulatory versus HTA agencies

Clinical trial data is the core requirement for all agencies. Safety data, quality of life data and economic 
analyses are also commonly requested but not required by all agencies, with the latter being a 

requirement for national HTA agencies only. 

*✓ = guidance available on evidence type

*NS = not specified. Though an agency’s methods guide may not specifically outline its acceptance of a particular type of evidence it does not necessarily mean that submission of such evidence would be found unacceptable. 

Agency accept/offer guidance on 

evidence type

EMA EUnetHTA HAS G-BA AIFA ZINL Spain TLV NICE SMC

Trial data ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

Indirect comparisons NS ✓ ✓ ✓ NS NS NS ✓ ✓ ✓

Systematic Reviews/ Meta-

analysis
NS ✓ ✓ ✓ ✓ NS NS ✓ ✓ ✓

Real-world-evidence NS NS ✓ NS NS NS NS NS ✓ NS

Safety data ✓ ✓ ✓ ✓ ✓ ✓ ✓ NS ✓ ✓

QoL data ✓ ✓ ✓ ✓ NS ✓ ✓ NS ✓ ✓

Economic evidence NS NS ✓ NS ✓ ✓ ✓ ✓ ✓ ✓

Other sources (e.g. dose 

ranging studies) ✓ NS ✓ NS ✓ ✓ ✓ NS ✓ NS
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Published guidance: National HTA agencies request the 
broadest range of evidence types

EMA
Eunet-

HTA
HTA

▪ RCT trial design.

▪ Patient-relevant (i.e. morbidity) over surrogate measures (e.g. HbA1C).

▪ Placebo-comparison and active comparison acceptable.

▪ H2H data against the standard of care, which may vary from country to country.

▪ Adjusted methods over naïve-comparisons.

▪ Use of Mixed Treatment Comparisons, Network Meta Analyses, and the Bucher Method. 

▪ Sys Review and Meta Analysis to be used when >2 trials and if appropriate.

▪ Detailed description of  the data included and the methods used necessary.

▪ No specific guidance on the submission of observational or other forms of RWE given.

▪ Comparative safety data vs other available therapies.

▪ Data from RCTs or the SPC, and request long-term data, if available

▪ QoL important.

▪ CEA (specifically CUA)

▪ Generic QoL, such as EQ-5D, are preferred sources of utility data

▪ Country specific cost inputs. 

▪ Clinical inputs sourced from SRs, RCTs, or clinical data included in the dossier 

✓

✓

✓✓

✓ ✓

✓ ✓

✓ ✓

✓ ✓

✓ ✓
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✓
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• In all countries, the assessment criteria used include effectiveness, safety, relative 
effectiveness, and economic data.

•
• In group A countries (England, Germany, France, and Sweden) the main objectives are improving 

quality of care, ensuring equal access, and efficient use of resources. 

• Group B countries (Poland, Bulgaria, Hungary, and Romania) have established HTA organizations 
with official guidelines but often seek the decisions of other developed countries. 

• They place considerable emphasis on the budget impact of new therapies, and HTA is also used as 
a cost estimation tool for state budgets.

• HTA organizations have been developed dynamically not only in high-income countries but also in 
countries with limited resources. 

• “The experience and evolution of both can be used by countries that are in the dawn of 
creating an HTA organization.”
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Comparing Use of HTA in Pharmaceutical Policy among 
Earlier and More Recent Adopters in the European Union

Comparing Use of Health Technology Assessment in Pharmaceutical Policy among Earlier and More Recent Adopters in the European Union
Alexandra Beletsi et al., Value in Health Regional Issues, Volume 16 , 81 – 91 (2018) 



• EFPIA published on the 16th January 2019 the external policy principles on Cross-Country Collaborations on Medicines’ 
Pricing and Access.

• EFPIA and SFEE, as an EFPIA member, support policies that deliver access to innovative treatments for patients, 
while ensuring the financial sustainability of our healthcare systems. 

• In some cases this may be through cross-country collaborations, in others, patient access to medicines and 
healthcare system sustainability may be better served through national procedures.

• Joint Clinical Assessment (JCA) and joint Health Technology Assessment (HTA): The multiplication of clinical 
assessments and HTA processes at European, national and regional levels creates risks of duplication of processes 
and of conflicting outcomes, ultimately resulting in potential access delays. 

• Information sharing, purchasing and Joint pricing negotiations: EFPIA and SFEE believe that joint pricing 
negotiations should have a long-term objective of broadening access for patients and stimulating the medical 
innovation that patients need. 

• That means not using them solely for short-term, financial cost containment goals achieved through the 
negotiation of the lowest price. 

• They should be based on solid legal grounds and offer legal predictability (such as on confidentiality of net prices and 
commercially sensitive information) to participating companies. 

• The value of innovative medicines, measured through actual outcomes and benefits for patients rather than 
financial interest, should be the basis of pricing negotiations, including joint pricing negotiations.
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EFPIA policy principles published 16.01.2019 

The external policy principles on Cross-Country Collaborations on Medicines’ Pricing and Access that EFPIA published on the 16th January 2019 are available on the EFPIA 
website https://www.efpia.eu/media/412513/policy-principles-on-cross-country-collaborations-on-medicines-pricing-and-access.pdf

https://www.efpia.eu/media/412513/policy-principles-on-cross-country-collaborations-on-medicines-pricing-and-access.pdf


HTA in Greece

• Sufficient resources have to be ensured

• A regular operational flow has to be ensured

• HTA should not be used as an official “access delay 
mechanism”

• Can HTA co-exist with the clawback concept?
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Thank you
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