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Timeline of Authorization and 
reimbursement for oncology drugs in 

Italy

• Prada_2017.pdf

• AIFA average evaluation time from 

– 264 days between 2013-2014

TO

– 219 days between 2015-2016

Prada_2017.pdf




Quaderni SIF Luglio 2017

• SIF-QUADERNI-43-completo.pdf

• Three hurdles:

– Regulatory Assessment by EMA

– HTA Bodies

– Payers

• Result : relevant delay to real access for 
Patients

SIF-QUADERNI-43-completo.pdf




Sylvie Menard : “the most important thing for a 
patient with cancer is having immediately the best 

therapy”

What patient wants



Current situation: 
delays and inhomogeneities



Current real availability in Germany:
examples 2012 – 2014 (SIAR NEWS 69)
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When the real availability is urgent

The timely REAL availability of a new treatment is very
urgent when:

•It is for a severe disease

•It is for an unmet medical need (no available treatments or 
when the new one has a significant benefit or a major 
contribution to patient care)



European incentives for medicines
when the real availability is urgent

Many incentives at European level for medicines
addressing an unmet need in severe diseases :

•Orphan Medicinal Products: Regulation 141/2000

•Extension of indication with one additional year of
protection: Article 14(11) Regulation 726/2004

•Conditional MA: Regulation 507/2006

•Accelerated procedures: Regulation 726/2004

•PRIME procedure 



OMP: Regulation 141/2000



Significat benefit for OMPs (Regulation 847/2000 Art 3)



European Assessment
about severity and unmet need during MA evaluation

•For OMPs : by COMP, updated at the MA

•For extension of indication: by CHMP at the time of
the approval of the new indication

•For Conditional MA: by CHMP

•For accelerated procedure: by SAWP/CHMP

•For PRIME: by SAWP/CHMP 



Status at 31 Dec 2015

Total European MAs 878

•OMPs 92 (10.5%)

•Extensions with SB 17 (1.9%) 

•Conditional MAs no OMP 6 (0.7%)

•Accelerated no OMP/CMA 18 (2.1%) 

Total “priorities” 133 (15.2%)



SIAR proposal for timely access
to therapies for severe diseases with unmet medical need (1)

• Additional administrative timely national procedures for
therapies recently (less than 6 months) evaluated by 
CHMP/COMP, being for severe diseases without alternatives
(or with a clinically relevant advantage or a major 
contribution to patient care)

• MA by consensus

• Immediate reimbursement by the NHS at the European MA 
time

• Initial price decided by the sponsor equal to the lowest price 
in EU

• In addition to the usual national negotiation



SIAR proposal for timely access
to therapies for severe diseases with unmet medical need (2)

•Possible 100% pay back of the difference between
the temporary and the final price

•National Register if requested

•Maximum turnover in the first year: 0.5% of
expenditure for all the reimbursed medicines ?

•Country by country rules in case of failure ( for
example class C in Italy with a partial pay back)

•Possible synergy with the “first HTA” by EMA -
EUnetHTA



How to contribute to the European debate

Show and discuss the proposal with :
• Patient Associations (Cittadinanzattiva, Active Citizenship
Network, Other Patient Associations in Europe)

•Scientific Associations (Benzi Foundation,SSFA)

•Institutions (MinSal, European Parliament)

•Other stakeholders



Thank for

your attention


