
AN EXPLORATORY, OPEN LABEL, PILOT STUDY TO ASSESS THE EFFICACY AND 

SAFETY OF A FOOD SUPPLEMENT CONTAINING PHASEOLUS VULGARIS AND RED 

YEAST RICE EXTRACT IN SUBJECTS WITH METABOLIC SYNDROME ASSOCIATED 

WITH MILD TO MODERATE HYPERCHOLESTEROLEMIA 
Herteg D1, Negrisanu GD2, Guadagna S3, Barattini DF3, Dogaru DE3, Rosu S2

1 – Abstract

Background. Hypercholesterolemia and Metabolic Syndrome are two conditions

registering serious progression among the global population, causing cardiovascular

diseases and premature death.

The WHO adopted, in 2004, the "WHO Global Strategy on Diet, Physical Activity and

Health" comprising strategies for the nations worldwide to act at global, regional and

local levels to improve diets and physical activity patterns at the population level, and

thus reducing the cardiovascular mortality.

Objective. The aim of this study was to evaluate the lipid-lowering activity of the food

supplement FaseMets® (MDM, Monza, Italy) when it is associated to a dietary plan in

subjects with a diagnosis of Metabolic Syndrome and mild to moderate

hypercholesterolemia; secondary objective was to evaluate the effect of this

nutraceutical product on the lipidic and glucidic profile and the overall weight reduction.

Methods. The trial was designed as an exploratory, pilot, open label, multicentric, non-

comparative trial enrolling 21 Caucasian subjects (17 males, 4 females) aged 30 - 75

years with serum cholesterol ≥ 200 mg/dL; the subjects have in addition at least 3 out of

the following: waist circumference: ≥ 89 cm for women and ≥ 102 cm for men or BMI ≥

25 Kg/m2; triglycerides level: ≥ 175 mg/dL or 1.7 mmol/L; HDL < 40 mg/dL (1.04 mmol/L)

in men or < 50 mg/dL (1.3 mmol/L) in women; elevated blood pressure (systolic ≥ 130

and/or diastolic ≥ 85 mm Hg); blood sugar (fasting plasma glucose): ≥ 120 mg/dL (6.7

mmol/L). The food supplement was administered for 6 months, 2 tablets per day, with

visits at 3 and 6 months. Evaluated parameters were total cholesterol, HDL-cholesterol,

triglycerides and fasting blood glucose, LDL-cholesterol, glycated hemoglobin (HBA1c),

insulin, uric acid and creatine phosphokinase. Clinical safety was monitored throughout

the study.

Results. Total cholesterol decreased significantly (p <0.001) after 3 months of

FaseMets® administration. The decrease was maintained also in the following 3 months

(180 days from the starting of food supplement administration (p = 0.012). The blood

glucose mean reduction was 16% between the baseline and the 6 months values. HDL

decrease was negligible, and triglycerides diminished, but not significantly. No adverse

events occurred during the study.

Conclusions. Our results evidence that the association between FaseMets® and a

dietary plan is a therapeutic strategy able to exert a statistically significant reduction of

total cholesterol and glucose and might be a safe and effective option for the

management of dyslipidemia and cardiovascular risk reduction in statin intolerant

subjects.
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3 – FaseMets® reduces total cholesterol after 3 months,

triglycerides and HDL levels were not changed.

2 - Demographics of subjects enrolled in the study

Table 1: Demographic data of the 21 patients included in the analysis.

The number of individuals invited for screening was 31 patients. Out of 31, only 21 were

eligible for the study.

4 – FaseMets® reduces the level of blood glucose after 6

months

6 – Discussion

For patients with mild to moderate hypercholesterolemia, with an associated

moderate cardiovascular risk score (between 1% and 9%), FaseMets® could

offer to specialists in nutrition and general practitioners a safe and clinically

tested alternative for lipid-lowering agents. It should be prescribed in addition

to a nutritional and physical activity plan and as dietary supplementation to

achieve regular levels of cholesterol and blood glucose, in alignment with the

current WHO initiative.

5 – Conclusions

1) Adding FaseMets® as a dietary supplement the value of total cholesterol

decreased significantly (p<0.0001) after 3 months of treatment. The decrease

was maintained also after 6 months of treatment (p=0.006).

2) After 6 months the values of triglycerides showed a decrease of 11.4%, that

was negligible.

3) For HDL cholesterol, the 6-Months Visit laboratory values showed a decrease

of 3.37%, that was negligible.

4) The blood glucose mean reduction between baseline values and 6-Months

Visit was statistically significant (p<0.05).


