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How to guarantee patient’s 
access to new treatments? 

How to cope with uncertainty 
when deciding on pricing and 

reimbursement? 

How to guarantee the overall  
budget sustainability? 
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Challenge for pharmaceutical system 

The challenge for a pharmaceutical system is to balance the  
availability and the access  

Protecting and promoting 
public health by licensing 
safe and effective medicines 

Governance of public 
pharmaceutical expenditure in 
order to guarantee a sustainable 
and equal access to medicines 

a useful approach that helps policy 
makers in taking decisions 
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HTA bodies provide recommendations on the medicines and other health 
interventions that can be paid for or reimbursed by the healthcare system 
in a particular Member State. Recently, they have been gaining a greater 
influence on the access of new medicines to patients, mainly due to 
increased pressure on healthcare budgets. 

 

HTA bodies carry out their own assessments of medicines once they have 
received a marketing authorisation. In contrast to the benefit-risk 
assessment carried out by regulators, HTA bodies compare the relative 
effectiveness of medicines, in order to assess their usefulness to the 
healthcare system in their territory. Some HTA bodies also take the 
financial cost of medicines into account, in accordance with national 
legislation. 

HTA Bodies 

European Medicines Agency 
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Evidence-based medicines and technology 
assessment: what are we talking about? 

Source: David Eddy. Evidence-based medicines and technology assessment: what are we talking about? VALUE IN HEALT 2009 
Volume 12, Supplement 2.  
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The role of HTA in AIFA 

PRE-MKT POST-MKT MKT 

HTA analysis for 
supporting pricing & 
reimbursement 
decisions 

HTA analysis for 
evaluating risk-benefit 
profile 

HTA analysis for supporting 
pricing & reimbursement re-
negotiation  

HTA analysis for supporting 
decision of new therapeutic 
indications 

HTA analysis for assessing 
risk-benefit profile following 
adverse events signals 

HTA in the 
appropriateness 
of utilization  
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FOCUS ON THE HTA ACTIVITIES 
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Scientific Advice as a challenge activity for 
Regulators and Drug Developers… 
 
Early interaction between regulators and drug developers 
increases the chance of a successful development and, 
therefore, the availability of high-quality effective and 
safe medicines for the benefit of patients.   
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Involvement in international HTA activities 
EUnetHTA (EU network for Health Technology Assessment) 
• supports efficient production and use of HTA in countries across Europe 
• provides an independent and science-based platform for HTA agencies in 

countries across Europe to exchange and develop HTA information and 
methodology 

• provides an access point for communication with stakeholders to promote 
transparency, objectivity, independence of expertise, fairness of procedure 
and appropriate stakeholder consultations 

• develops alliances with contributing fields of research to support a stronger 
and broader evidence base for HTA while using the best available scientific 
competence. 
 

 
Parallel HTA-EMA scientific advice  

 National HTA-EMA scientific advice  
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A range of approaches to Managed Entry: 
the Italian Experience 

Reimbursement 
(without 

conditions) 
Refusal 

Performance 
based MEAs 

Monitoring 
registers 

AIFA notes 

Therapeutic 
plan 

Payment 
by results 

Risk 
sharing 

Oncologicals 

Antidiabetics  

Psoriasis 

Orphans 

Cardiovascular 

Antireumatics 

Volume 
agreements 

Managing uncertainty 
relating to clinical benefit 

and cost-effectiveness  
Managing budget 

impact 

Managing utilisation to 
optimize performance 

Non-performance 
based MEAs 

Cost 
sharing 

Budget cap 
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EU Managed Entry Agreements Project  

CAPACITY BUILDING ON MANAGED ENTRY AGREEMENTS FOR 
INNOVATIVE MEDICINES: a project funded by the European 
Commission.  
 

• WG co-chairs: DG ENTR and 
Italy (AIFA)  

 
 
 
  

 

EU countries join MEAs Project 
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• Different systems to classify managed entry agreements (MEAs) have been 
proposed in the literature (Carlson et al. 2010; Klemp, Frønsdal, Facey, and on 
behalf of the HTAi Policy Forum 2011; Jaroslawski and Toumi 2011; Espin and 
Rovira 2009) in addition to country specific taxonomies. 

• Although these taxonomies have different features, they can be broadly 
ascribed to two main classification systems: one classifying agreements 
based on their financial or health outcome nature while the other 
distinguishing them based on the objectives they are trying to achieve. 
 

A proposal of Taxonomy… 

The challenge of a good classification system for MEAs is to 
provide sufficient flexibility to classify a maximum number of 

agreements and at the same time provide enough information 
about the individual agreements. 
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1st level 

2nd level 

3th level 

4th level 



15 

AIFA Monitoring Registries 
Uncertainty or 

scarcity of 
evidence of the 

real use 

Aifa Monitoring 
Registries 

On-line data 
filling 

•Hospitals  

•Regions 

•Local Health Units 

•Pharmaceutical companies 

•Other institutional bodies 

Data collected by 
health professionals 
for eligible patients 

Useful data on: 

• the effectiveness of new medicines 

• the safety profile; 

 to support decisions for : 

• Conditional reimbursement 
schemes (Risk-/cost-sharing/ Pay-
ment by results) 

• renegotiating  the price   

Useful information on “real practice” 
and appropriateness 

 • Hospitals  

• Regions 

• Local Health Units 

• Pharmaceutical companies 

• Other institutional bodies 
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MONITORING REGISTRIES 

• Antidiabetic medicines 

• Oncology medicines 

• Orphan drugs 

• Psoriasis medicines 

• Cardiovascular medicines 

• Ophthalmic medicines 

• Antirheumatic medicines 
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AIFA Monitoring Registries 
Patients eligible for treatment with pharmaceuticals are registered in 
specific Monitoring Registries in order to: 

 evaluate the utilisation in clinical practice (effectiveness)  
 collect epidemiologic data  
 get information on the safety profile  
 to collect ex-post evaluation about missing knowledge 

 
AIFA Monitoring Registries track the eligibility of patients and 
the complete flow of treatments. This tool guarantees 
appropriateness of use of medicines according to their 
approved indications. 
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Some final considerations  
 

• HTA activities will increase in the next future in order to guarantee the 
right balance between the improvement of health outcomes and the 
increasing of costs.  

• HTA is particularly useful in case of deciding pricing&reimbursment for new 
medicines, in order to inform decision makers on value for money and 
avoiding the overlapping with the existing alternatives.  

• HTA fits well with the application of some important AIFA tools: monitoring 

registries, conditional reimbursement schemes and scientific advice 

activities).  
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THE USE OF HTA AS A TOOL TO 
FACE THE CURRENT 

CHALLANGES  
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CONTACTS 

 

ANNALISA SAMMARCO 

a.sammarco@aifa.gov.it 

06.59784502 
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