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•Unique drugs agency at the central level (AIFA) 

•Drugs budget (retail and hospital)

Pharmaceutical policy in Italy
Main aspects
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•Regionalisation (Regions have been laso increasing their 
regulatory power on drugs)

•Ex factory prices and reimbursement simultaneously 
negotiated: innovativeness (therapeutic target, available 
treatments, added value), prices in other countries, impact 
on drugs budget are the main criteria



•AIFA prefers to acting on price than on reimbursement 
(most of drugs with MA is approved by AIFA)

•Conditional reimbursement / prices have been introduced 
since 2006 (14 molecules and 15 agreements have been 

Pharmaceutical policy in Italy
Main aspects
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since 2006 (14 molecules and 15 agreements have been 
signed so far) 



•Industry is invited to present a pharmacoeconomic dossier for innovative 
and orphan drug, but dossier has been neglected by AIFA

•AIFA does not perform economic evaluation: an HTA unit has been 
recently introduced 

•Some regions have implemented their own HTA programmes

Debate on HTA (Economic evaluation)
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•Some regions have implemented their own HTA programmes

•Many regional and local drug committees advocate a major use of 
cost/effectiveness at the central / regional / local levels (but in practice 
they use cost per DDD / therapeutic cycle to define local formularies, 
organise public tender and govern prescribing behaviour)

•The Italian Association of Health Economics (AIES) has recently
(http://www.aiesweb.it/) issued guidelines for economic evaluation 
studies, addressed to regulatory authorities



Market access in Italy
The process

EMEA 
(Assessment)

(AIFA°, Price-Reimb 
Committee)

Reimbursement / Pricing

(AIFA°, Scientific 
Committee)

Cost-sharing, Therapeutic reference pricing 
(not allowed since 2008), Guidelines and 

Assessment  
(Innovativeness)
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(not allowed since 2008), Guidelines and 
other actions on prescribing behaviour 

(including prescription targets), Actions on 
reps, Direct distribution of drugs*, Regional / 
local formularies, Procurement managed by 

hospitals’ networks, Procurement based upon 
therapeutic equivalence (cost per DDD), 

Regional budget for cancer drugs

Regional and local 
health authorities

* Direct Distribution (DD) stands for distribution of drugs by hospitals not used in hospital settings - by health 
authorities (most of these drugs are classified as A – Retail – but are included into a DD National List – possibly 
modified by Regions – named PHT)

°Agenzia Italiana del Farmaco. The two committees i nclude regional experts



Conditional price / reimbursement
The process

EMEA 
(Assessment)

(AIFA, Price-Reimb Committee) (AIFA, Scientific 
Committee)

Assessment 

(AIFA, Cancer 
Committee)
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Industry

Conditional reimbursement 
agreement 

Industry

Prices are published 
Publication on the 
Gazzetta Ufficiale 

Reimbursement / 
Ex factory Price



•Cost-sharing for the first treatment cycles / months

•Risk-sharing: 50% of the price is reimbursed by the industry for non-
responders 

Conditional price / reimbursement
Which kind of agreements?

7

•Payment for performance: 100% of the price is reimbursed by the industry 
for non-responders 



Conditional price / reimbursement
Present agreements
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Conditional price / reimbursement
Present agreements
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Conditional price / reimbursement
Which impact?*

10* Veneto Region (4.8 million inhabitants). National  data (Aifa) are not available



Drug monitoring registry
Anti-cancer drugs registry (Aifa, 2006)

•Patient eligibility is well defined, centres are identified, 
reimbursement (at least in principle) is linked to the projetc

•Limited level of evidence / clinical governance / follow up 

•Conditional pricing / reimbursement based upon registry
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•Conditional pricing / reimbursement based upon registry



Other drug monitoring registry
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Drug monitoring registry
Which data?

13Source: Aifa, 2008



•Not easy to detect non-responders

•Transparency (agreements are not published)

•Difficult to manage at the local level 

Conditional price / reimbursement
Which problems
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•Difficult to manage at the local level 

•Is homogeneously applied?

•How agreements (cost-sharing, risk-sharing, payment by result) 
are chosen?



Thank you

claudio.jommi@unibocconi.it

claudio.jommi@pharm.unipmn.it
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