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Where is the balance?

• My plan is to show you that there is no 
balance in the trajectory of the price of new 
drugs

• I will not necessarily look for balance in my 
argumentation

• I identify myself with the payer, and the payer 
obviously says that the price is too high…



Agenda

• Drug price
• US vs Europe (& rest_of_the_world)
• Financial toxicity
• The Italian way













Larotrectinib…



Larotrectinib - Vitrakvi

• Initial price for adults: $32,800 for one month
• $393,600 annually
• Initial price for childres (liquid oral): 

$11,000/month

• Complex strategy of Bayer to allow all 
patients with NTRK fusion to receive the 
drug…





Per premiare l’innovazione?

Type of drug N (%) Median price/yr
First-in-class 21 (41%) $ 116.100
Next-in-class 30 (59%) $ 119.765

P=0.42







Per premiare l’innovazione?

OS:  R2 = 0.165



The high price of anticancer drugs does not reflect therapeutic benefit in Italy
Trotta F, Mayer F, Barone-Adesi F, Esposito I, Da Cas R, Traversa G, Perrone F, Martini N, Addis A.

Submitted

53 anticancer drugs (67 labels) 
reimbursed by AIFA (2011-2016)

OS available for 16 drugs (17 labels)
PFS available in 25 drugs (29 labels)

Correlation of negotiated price with

OS_change: R2=0.029, P=0.51
PFS_change: R2=0.004, P=0.74
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[..] However, the surveyed 
prices do not include 
discounts negotiated by 
funding organisations 
because these discounts 
are confidential. 

Because pricing authorities 
can also only use these 
official undiscounted prices 
when they set prices 
through the common policy 
of external price referencing, 
they risk overpaying. 
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EORTC C30 Q 28
1995-2012

26% of 3670 patients with 
financial problems at 

baseline

OR of worse QOL response 
1.35 (95%CI 1.08-1.70) 

P=0.009

22.5% of patients develop 
financial toxicity during 

treatment 

HR of death 
1.20 (95%CI 1.05-1.37) 

P=0.007
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Innovatività
Riconosciuta

Innovatività
Condizionata

Innovatività
Non riconosciuta

Bisogno 
terapeutico Massimo Importante Moderato Scarso Assente

Valore terapeutico 
aggiunto* Massimo Importante Moderato Scarso Assente

Qualità delle 
prove (GRADE) Alta Moderata Bassa Molto  

bassa

Impatto economico

Fondo farmaci 
innovativi (oncologici)

Benefici economici
Inserimento PTOR

Inserimento  
PTOR

* Per i farmaci oncologici il gold standard è la sopravvivenza globale e la sua mancanza dovrà essere adeguatamente 
giustificata. Potranno eventualmente essere considerati PFS, DFS, durata della risposta completa o altri esiti surrogati di cui sia 
riconosciuto il valore predittivo di beneficio clinico. Si terrà conto anche del relativo profilo di tossicità. 





Conclusion

• No balance, in my view, in the matter of drug price
• The pace of price increase is, on average, much 

faster than that of therapeutic progress
• US (more transparently) and European countries 

(less transparently and with some delay) are suffering 
for sustaining new drugs and negative direct/indirect 
effects of financial crisis on patients’ outcome are 
bing reported

• Negotiation (at the level of a single EU member state) 
is not enough to reach value-based pricing

• Global cooperation (all the stakeholders, everywhere) 
is absolutely needed 



Thank you for your attention
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