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				Ai	sensi	dell’art.	3.3	sul	conflitto	di	interessi,	pag	17	del	
Regolamento	Applicativo	Stato-Regioni	del	5/11/2009,	
dichiaro	che	negli	ultimi	2	anni	ho	avuto	rapporti	diretti	
di	finanziamento	con	i	seguenti	soggetti	portatori	di	
interessi	commerciali	in	campo	sanitario:	

	
-	HealthyVis	srl	
	

Conflitti di interesse 
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Data from 1624 non-statin treated Brisighella volunteers 
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Data from 1624 non-statin treated Brisighella volunteers 

To be statin treated 
on the basis of 
absolute LDL-C 

level 

7% 
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Data from 1624 non-statin treated Brisighella volunteers 

To be 
statin 

treated 
on the 

basis of 
CV risk 

34% 
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Data from 1624 non-statin treated Brisighella volunteers 

To be 
statin 

treated on 
the basis 
CV risk, 

if 1 mmol/l 
reduction 

would 
have been 
obtained 

by 
nutraceuti

cals 

21% 
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The consensus 
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Cosa dobbiamo conoscere 

•  Meccanismo d’azione 
•  Biodisponibilità/Biofarmaceutica 
•  Farmacocinetica 
•  Efficacia sull’assetto lipidico 
•  Efficacia su marcatori di salute vascolare 
•  Sicurezza assoluta ed in relazione a coterapie 
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Lipid-lowering nutraceuticals:  
sites of action 

Cicero AFG, Colletti 
A. In: Combined 
therapy in 
dyslipidemia. 
Springer-Verlag. 
2015 
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Affuso F et al. World J Cardiol. 2010  

Berberine: 
mechanisms of action 
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Can J Cardiol. 2014;30(10):1225-32. doi: 10.1016/j.cjca.2014.04.022.  

Plant sterols: 
mechanisms of action 
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Cosa dobbiamo conoscere 

•  Meccanismo d’azione 
•  Biodisponibilità/Biofarmaceutica 
•  Farmacocinetica 
•  Efficacia sull’assetto lipidico 
•  Efficacia su marcatori di salute 

vascolare 
•  Sicurezza assoluta ed in relazione 

a coterapie Cicero AFG - Unibo 2007 
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Cicero AFG - Unibo 2007 
BCS CLASS III (High solubility, Poor permeability) 

Chang-Shun Liu et al. Fitoterapia 109 (2016) 274–282  

Berberine bioavailability 
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Cicero AFG - Unibo 2007 Persiani S et al. J Pharm Pharmacol 2014;2:703-712. 

Nutraceuticals in fed or fasted 
state? 
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Nutraceuticals in fed or fasted 
state? 

Doornbos et al., Eur J Clin Nutr, 2006  
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Cosa dobbiamo conoscere 

•  Meccanismo d’azione 
•  Biodisponibilità/Biofarmaceutica 
•  Farmacocinetica 
•  Efficacia sull’assetto lipidico 
•  Efficacia su marcatori di salute 

vascolare 
•  Sicurezza assoluta ed in relazione 

a coterapie Cicero AFG - Unibo 2007 
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PLoS One. 2014; 9(6): e98611.  

A Meta-Analysis of Red Yeast Rice: An Effective 
and Relatively Safe Alternative Approach for 

Dyslipidemia 

EFFECTS ON LDL-C 
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Low-dosed red yeast-rice – berberine 
association: a meta-analysis of RCTs 

Pirro M et al. Pharmacol Res. 2016; http://
dx.doi.org/doi:10.1016/j.phrs.2016.04.021 
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          Adult patients          Elderly patients Ye et al. J Am Geriatr 
Soc 2007;55:1015–1022. 

NNT= 
23 

NNT= 
82 

NNT= 
51 

NNT= 
23 

NNT= 
33 

NNT= 
18 

NNT=number needed to treat  

Eventi coronarici: - 36,9% (p=0.001)  
Morti per malattia coronarica - 31,0% 
(p=0.04) 
Morti per tutte le cause di mortalità 
-31,9% (p=0.01) 

China Coronary 
Secondary 

Prevention Study 

4780 patients in 
secondary prevention 
1,445 aged 65 to 75 
7 years follow-up 
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Cosa dobbiamo conoscere 

•  Meccanismo d’azione 
•  Biodisponibilità/Biofarmaceutica 
•  Farmacocinetica 
•  Efficacia sull’assetto lipidico 
•  Efficacia su marcatori di salute 

vascolare 
•  Sicurezza assoluta ed in relazione 

a coterapie Cicero AFG - Unibo 2007 



ITALIAN CHAPTER

®

ITALIAN CHAPTERRoma,	8-11	novembre	2018	

Low-dosed red yeast-rice – berberine 
association effect on FMD 

Cicero AFG - Unibo 2007 Affuso F et al. Nutr Metab Cardiovasc Dis. 2010;20(9):656-61 
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Low-dosed red yeast-rice – 
berberine association effect on 

PWV 
 

Pirro M et al. Pharmanutrition 2013  Cicero et al. The Open Hypertension J 2013 
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RYR-CoQ10 middle-term 
effect on PWV 
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Cicero et al. Ann Nutr 
Metab. 2016;68(3):213-9 
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Berberine ameliorates inflammation in 
patients with ACS following 

percutaneous coronary intervention 

Clin Exp 
Pharmacol 
Physiol 
2012;39(5): 
406-11. 
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Cosa dobbiamo conoscere 

•  Meccanismo d’azione 
•  Biodisponibilità/Biofarmaceutica 
•  Farmacocinetica 
•  Efficacia sull’assetto lipidico 
•  Efficacia su marcatori di salute 

vascolare 
•  Sicurezza assoluta ed in relazione 

a coterapie 
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2-years persistence in paid 
LDL-lowering treatment 

Cicero et al. Atherosclerosis 2014;235(1):81-83  

* 

* 

Nutraceuticals 
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Long-term effectiveness 
and safety of a combined 
nutraceutical based 
approach to reduce 
cholesterolemia in statin 
intolerant subjects with 
and without metabolic  
syndrome 

Cicero et al. Am J 
Cardiol. 2010;105(10):
1504. 
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Cicero AFG - Unibo 2007 

PS + RYR 
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In soggetti complianti: 
 
RYR: LDL-C −20.5% e ApoB -14.4% 
vs. baseline 
RYR-PS: LDL-C -27% e ApoB -19% 
vs. baseline 

PS + RYR 
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PS + LLT 
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NUTRACEUTICI 

Dlvo 2004 e successive modifiche: 
- “Si intendono per integratori alimentari i prodotti alimentari destinati ad 
integrare la comune dieta (…), aventi un effetto nutritivo o fisiologico”. 
 

INTEGRATORI	? 
 


