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Novartis: chi siamo
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Ricerca e Sviluppo in Italia

• Il contributo dell’Italia 

all’innovazione si esprime 

in un forte impegno nella 

ricerca clinica 

farmaceutica.

• Per numero e qualità di 

studi, l’Italia svolge un 

ruolo significativo nelle 

strategie della ricerca del 

Gruppo.
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Novartis Institutes for BioMedical Research (NIBR)
Drug discovery and early development
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Sacubitril / valsartan:

il presente



Effetto incrementale della 
modulazione combinata della 

sindrome neuro-ormonale



Principali sistemi di regolazione alla base 
della sindrome neuro-ormonale, con 

significato prognostico negativo (in rosso) 
o positivo (in verde)



LCZ696 simultaneously inhibits NEP 
(via LBQ657) and blocks AT1 

receptors (via valsartan)

Vasorelaxation

 Blood pressure

 Sympathetic tone

 Aldosterone levels

 Fibrosis

 Hypertrophy
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PARADIGM-HF
Prospective comparison of ARNI with ACEi to Determine Impact on 

Global Mortality and morbidity in Heart Failure Trial 



PARADIGM-HF results
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Sacubitril/valsartan raddoppia il beneficio 
nella riduzione della morbi-mortalità ottenibile 

con gli ACEi in pazienti HFrEF

Volpe, Carnovali: Clinical Science (2016) 130, 57–77 doi: 10.1042/CS20150469



Sacubitril / valsartan:

il futuro... prossimo



A differenza dello HFrEF, i tassi di sopravvivenza
non sono migliorati nel tempo per lo HFpEF

Pazienti con HFpEF (LVEF ≥50%) Pazienti con HFrEF (LVEF <50%)

Il tasso di sopravvivenza tra i pazienti con una diagnosi di HFpEF
alla dimissione non si è modificato significativamente nel tempo

Owan TE et al. N Engl J Med 2006; 355:251–259

HFpEF = scompenso cardiaco con frazione d’eiezione preservata; HFrEF = scompenso cardiaco con frazione 
d’eiezione ridotta; LVEF = frazione d’eiezione ventricolare sinistra
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PARAGON-HF & PARADISE-MI
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Primary objective:

To compare sacubitril/valsartan with valsartan in reducing the 

rate of the composite endpoint of CV death and total (first and 

recurrent) HF hospitalizations 

Secondary objectives:

To compare sacubitril/valsartan with valsartan with regard to:

• changes in the clinical summary score for HF symptoms and 

physical limitations, as assessed by KCCQ scores at 8 

months

• improvement in NYHA functional classification at 8 months

• delay in the time to the first occurrence of a composite renal 

endpoint*

• delay in the time to all-cause mortality

Primary objective:

To demonstrate that sacubitril/valsartan is superior to 

ramipril in delaying the time to first occurrence of the 

composite endpoint of CV death, HF hospitalization or 

outpatient HF

Secondary objectives: 

• To compare sacubitril/valsartan with valsartan on:

• delay in time to the first occurrence of CV death or HF 

hospitalization

• delay in time to new onset of symptomatic HF (time to 

the first occurrence of HF hospitalization or outpatient 

HF*)

• delay in time to the first occurrence of CV death, non-

fatal spontaneous MI, or non-fatal stroke; reduction in 

the rates of the composite endpoint of CV death and 

total (first and recurrent) hospitalizations due to HF, 

non-fatal spontaneous MI, or non-fatal stroke

• delay in time to all-cause mortality

• safety and tolerability



Sacubitril/valsartan: 
il futuro... prossimo
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Cardiovascular and Metabolism
Programs in clinical investigation

24



MAA868: anti-FXI mAb for treatment of 
thromboembolic diseases

Public info available on internet
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LIK066 improves multiple metabolic 
parameters & delivers significant 
weight loss

LIK066 is differentiated versus metabolic and 

weight loss competitors

• PoC data projected 10-15% PBO-adjusted weight 

loss at 52 weeks

• Additional expected benefits include improved 

glycemic control, lipid profile, BP

• Possible reno-protective effects

LIK066 blocks 

reabsorption of filtered 

glucose by SGLT1 and 

SGLT2 in the kidney, 

resulting in increased 

loss of glucose through 

the urine compared to 

SGLT2 inhibitors

LIK066 inhibits 

intestinal SGLT1 

which delays/reduces 

intestinal glucose 

absorption and 

stimulates distal L and 

K cells to release 

incretin hormones 

which stimulate insulin 

secretion and reduce 

hunger
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LHW090: neprilysin (NEP) inhibitor 
for resistant hypertension

27 Public info available on internet



Novartis rende disponibili protocolli e 
risultati degli studi 

Rende disponibili

in rete i risultati 

delle ricerche

I ricercatori possono chiedere 

l’accesso ai dati dei pazienti, resi 

anonimi, attraverso un portale 

pubblico 
https://www.clinicalstudydatarequest.com

Novartis pubblica sul proprio 

sito www.novctrd.com le sintesi 

dei report degli studi clinici  

https://www.clinicalstudydatarequest.com/
http://www.novctrd.com/
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