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Come disposto dalla Legge n. 405/2001, che 
ha affidato alle Regioni il mandato di attuare 
iniziative finalizzate al contenimento dei tetti 

di spesa,









Proposals To improve the process:

• Eliminate the PTRs (which represent a third hierarchical level after EMA 
and AIFA, without the regulatory spaces to intervene on the decisions of 
these and which therefore only create a redundancy of activities);

• Create sections of the CUC specifically dedicated to the pharmaceutical
products;

• Strengthen the CUC;

• Allowing the issuance by the health authorities of temporary general 
identification codes (CIG), to guarantee the immediate handling of the new 
drug, acknowledging to the faramci I purchased with the temporary CIG 
the same methods of price and reimbursement already negotiated.



To improve the global process of pricing and registration of new drugs:

• the process of assessing the degree of innovation of AIFA should be extended
to the evaluation of all oncology drugs, regardless of the request of the 
manufacturer, as a tool of a "value-based pricing" process

• use the tool of “horizon scanning” to plan the economic commitment before
any new drug registration;

• Improve the “budget Impact” analysis;

• Remove the incommunicability that exist between the two “silos” of "direct
purchases" and "agreed expenditure" that constitute the pharmaceutical
national fund in Italy and which in effect cause under-utilization of available
funding.

• we think that the evaluation of the "value of the drug" and negotiation of 
price and reimbursement by the same entity (CTS and CPR by AIFA) is an 
important criticism, because in the same entity (AIFA) coexist an Health
Technology Assessment Office (CTS) and a Regulatory Office (CPR). To 
improve the process may be useful to merge into one office CTS and CPR. 

• Keep more attention to knowledge production processes and innovation.



The “Innovative drugs fund (FIO and FI)” is a good practice, with some criticisms; 

• anyway, FI and FIO are “emergency" provision that requires the annually renewal of 
the financing to every budget law;

• At the end of the 36 months (or less for the "me too" registered subsequently) the 
expenditure for the purchase of the drug falls within the pharmaceutical national
fund;

• Misalignment between duration of benefits connected to access to FI / FIO and 
duration of patent coverage;

To improve:

• Make funds for innovative drugs (FIO and FI) structura financing for innovative drugs
structural

• Make the Italian health system more appealing for research and development
promoters
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