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The National Healthcare System SSN (Servizio Sanitario Nazionale) provides 
healthcare coverage to the Italian population. Although it is under the 
responsibility of the Ministry of Health, the system is decentralized resulting 
in three levels:

National level: The Ministry of Health formulates every three years a 
healthcare plan PSN (Piano Sanitario Nazionale) that determines healthcare 
policies.
Regional level: Twenty regions implement the PSN with their own resources 
and can adjust to region-specific needs. As a consequence, geographic 
disparity in terms of healthcare access or the level of co-payments exists.
Local level: Local health units ASL (Azienda Sanitaria Locale) provide the 
health care services – e.g. primary medical services, coordination of all non-
emergency admissions to public hospitals.

Italian Health Care System





Strategy based on simple principles 

How to achieve better outcomes and control the cost curves? What is the 
cut-off to be considered between therapeutic utility of a new medicine 
and its costs? 

Reimbursement is the only field for actions: it is here that national 
regulatory agencies may intervene
An innovative drug should be reimbursed only if effective
The welfare systems cannot take anymore responsibility for the failures in 
front of such high costs

Identification of responders patients in order to ensure an effective 
therapy against the poor prediction of clinical response at the time of recruitment



Are telematic tools
@National level

placed in the early phases after MA
in some cases for the ‘authorized’ off-label* use

designed to collect RWD
safety, effectiveness & to apply the MEAs 

AIFA Registries

(*) 648/96 Law: that enables the NSH deliver 
temporarily when there’s no valid therapeutic option



The Italian model:

Data collection & Conditional reimbursement



(R)Evolution
Y 2006

Version 1.0
Y 2013

Version 2.0

Law n. 135/2012 
Law Decree 19/06/2015



Users’ Network



Figures



All fields are mandatory
Fup controls: temporally range

Treatment record



Ferrario & Kanavos (2013)



Italian management in red Ξ #Registries

Combination



1. Even if cost-effectiveness analysis did provide a reliable 
way forward, there is still a budgetary problem to be 
considered (Bach, N Engl J Med 2015). 

2. Specific MEA for each therapeutic indication (Bach, Jama
2014) ‘when costs are essentially the same but benefit 
differs widely, value is not the same’ crude metric of 
value: cost per Y of life gained

3. The economic effect will reflect the actual effectiveness 
and the costs will be lower in indications with a high 
number of non-responders

AIFA Registries & value based price



Ferrario & Kanavos (2013)



Methodology in cancer area

Kaplan-Meier curves
Time of mPFS in the control group, which expresses the 
incremental effect of PFS of the new drug compared to control.
This value is weighted for the duration of the treatment, on the
basis of TToT curve of KM curves.

1. Tumor progression
2. Dropouts due to side effects 

(discontinuation of treatment)
3. Patient death



① Inclusion criteria - appropriateness: for all registries!
② Continuation treatment: generally for all registries
③ Definition of non responders: only for outcome-based
④ Follow up timing: generally for all registries
⑤ Reimbursement rate: is specific for each registries with MEA



Evaluation of RR by 
Pharma company

Proposal for payback 
(PP)

Evaluation of PP by 
public Pharmacy

Treatments for the same 
register for a specific 

pharmacy

Reimbursement Request 
(RR)

• Data Analysis
• Other conditions.,

Treatment not 
refundable

Treatment 
refundable

Dynamic
evaluation

Payback flow

The value cashed in 2015 is about €353.9mln



MEAs in reimbursement and Innovation



Y 2015: Hepatitis C
Financial-based MEA

37.892 Treatments

1. AIFA established the National HCV Technical Board
2. Stimulate the activation of the compassionate use (D.M. 08/05/2003)

to try to manage in a timely manner the definition of price and 
reimbursement

3. Made available an Algorithm to support the prescription
4. Developed with priority the Registries of these therapies
5. Support to the Ministry of Health in the development of standards that 

would guarantee the financing of new innovative medicines & in the 
technical definition of the decree provided for in the 2015 Stability Law



DAAs Treatments/ Criterion & Regional mosaic



From HER2+ to DAAs to PDL1 to ..

AppropriatenessAppropriateness

Clinic UncertaintyClinic Uncertainty

Clinic & Economic UncertaintyClinic & Economic Uncertainty



A strengthened scientific dialogue
Drug evaluation becomes a continuum 



① MEAs’ mechanisms are intended to share costs & 
responsibility with all the stakeholders.

② As main result of this approach to appropriateness in 
prescribing, it turns easy to use new drugs with a better 
level of confidence, to obtain early drug activity indicators
and to better manage the expenditure controls.

③ Creating synergies with existing initiatives as the EU 
initiatives on Registries and the EMA’s proposal of 
introducing a system of Progressive Patient schemes & 
post-marketing studies (PAES, PASS)

Conclusions
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