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A COMPARATIVE ANALYSIS OF PRIORITIES AND METHODS OF HEALTH 
TECHNOLOGY ASSESSMENT (HTA) OF DRUGS IN SELECTED COUNTRIES 

Authors: Vutova Y, Djambazov S, Dacheva A, Slavchev G 
 

OBJECTIVES 

To identify, describe and classify different priorities and methods of health technology assessment (HTA) of drugs in 
France, Germany, Italy, Spain and the UK (England). The objective of this study is to define the different methods driving 
HTA recommendations in various countries in Europe. 

METHODS 

For identification, description, and comparison of HTA methods and priorities, the regulatory requirements by HTA 
bodies in the following countries were reviewed and their main characteristics extracted: France, Germany, Italy, Spain 
and the UK (England). Identified HTA methods were analyzed and compared by focusing on key domains: clinical 
benefit, cost-effectiveness analysis, budget impact, influence on price. 

RESULTS 

Different methods are driving HTA recommendations in the selected countries and the regions of these countries. 
Germany uses mostly the clinical model, the UK - mostly the health economic model while France, Italy, and Spain - a 
mixed model. Cost-effectiveness analysis is taken into consideration, but it is of low priority compared with clinical 
aspects and budget impact analysis. HTA recommendations have a very high degree of influence on pricing and rebates 
and are used to determine the reimbursement level. 
 
CONCLUSION 
 
This study confirmed that in the selected countries there is an increasing influence of HTA recommendations. European 
payers use HTA to manage aspects of uncertainty associated with the introduction of drugs in the health care system. 
The most influential value is the clinical one, followed by the budget impact while cost-effectiveness analysis is used on 
certain cases products.   
 
 

 

Differences and similarities in the methods of pricing of prescription drugs in 
Bulgaria, France, Germany, Belgium, and the UK: a comparative analysis 

Authors: Vutova Y, Djambazov S, Dacheva A, Slavchev G 

OBJECTIVES 

The objective of this study is to evaluate the methods of pricing of prescription drugs in selected countries. This study 
highlights some of the differences and similarities in pricing negotiation approaches in Bulgaria, France, Germany, 
Belgium, and the UK. 
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METHODS 

A comparative analysis of the published pricing methods regarding reimbursement of prescription drugs was 
conducted for Bulgaria, France, Germany, Belgium, and the UK (England). The choice of countries was founded on the 
condition for external reference pricing when including a prescription drug in the Positive Drug List (PDL) in Bulgaria. 
Bibliographic databases, online sources, and government/HTA organization websites were searched. The collected data 
was synthesized in Excel and used for qualitative comparative analyses.  

RESULTS 

The pricing methods are very similar in the analyzed countries. External reference pricing is used in all countries and 
it is the most commonly used method in Bulgaria. Germany uses a variety of methods including free pricing, internal 
reference pricing, price based on additional therapeutic benefits. The UK (England) base drug prices mostly on cost-
effectiveness requirements, while France and Belgium base drug prices on additional therapeutic benefits. Even though 
similarities of methods between countries exist, pricing levels may vary. 
 
CONCLUSION 
 
This study reviews the differences and similarities of pricing strategies. External reference pricing is still the most 

commonly used approach which highlights the importance of correct drug launch sequencing to avoid price erosion.

 

Challenges regarding implementation of performance-based managed entry 
agreements (MEAs) for advanced therapy medicinal products (ATMPs) 

Authors: Vutova Y, Dacheva A, Djambazov S, Slavchev G 

OBJECTIVES 

To identify and describe the challenges regarding the implementation of performance-based managed entry 

agreements (MEA) for advanced therapy medicinal products (ATMPs). 

METHODS 

A literature search in the PubMed and Cochrane databases undertaken in May 2021 resulted in the identification of 
relevant publications. The findings on the methodologic challenges are included in the subsequent analysis. 

RESULTS 

The main challenges regarding implementation of performance-based MEAs for ATMPs were identified as legislative 
hurdles, lack of digital infrastructure, design of schemes, legal challenges if there are disputes over whether the 
outcomes have been met, administrative burden, lack of evaluation of MEAs as a whole, uncertainty regarding safety 
data, affordability, ethical aspects. 
 
CONCLUSION 
 
There are still barriers to the widespread and timely adoption of performance-based MEAs, especially for ATMPs. A 

consensus among the stakeholders is needed regarding the sustainability and affordability of these MEAs.
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