
Table 1. Clinical data of the patients at beginning of study

Group A Group B Group C

Number of patients 32 32 32

Gender (M/F) 11/21 11/21 11/21

Age (yrs)* 39.60±12.30 38.10±13.80 37.80±15.70

Body weight (kg)° 99.81±4.54 97.83±3.82 97.42±10.32

BMI (kg/m2)† 34.04±1.81 33.08±2.30 34.26±3.58

WC (cm)‡ 109.21±10.04 107.15±10.74 110.95±12.15

Specific treatment Distracting mini-meal Metformin Placebo

Basic treatment Controlled dietary regimen Controlled dietary regimen Controlled dietary regimen

Age, body weight, BMI, and WC data are expressed as mean value ± standard deviation. The symbols refer to one-way ANOVA cal-
culated as first test among values of each parameter measured or deduced in the different groups of patients (inter-patient analysis). 
No post test has been performed. Every controlled dietary regimen refers to daily calorie needs, calculated by Harris and Benedict 
formula, minus 200 Kcal. Legend: BMI, body mass index; WC, waist circumference.
* overall p = 0.8590 (ns); ° overall p = 0.3356 (ns); † overall p = 0.1779 (ns); ‡ overall p = 0.3890 (ns).

Table 2. Metabolic data of the patients at beginning of study

Group A Group B Group C Overall p

Fasting insulinaemia (µIU/mL) 28.88±6.04* 32.20±2.17† 29.53±3.09 0.0093

Post-prandial insulinaemia (µIU/mL) 126.65±16.42°† 109.25±13.50 117.34±6.99 <0.0001

Fasting glycaemia (mg/dL) 89.44±4.50°§ 82.38±5.22† 77.97±3.77 <0.0001

Post-prandial glycaemia (mg/dL) 120.88±2.94° 106.78±5.30§ 117.94±3.63 <0.0001

HOMA-I 6.37±1.40† 6.54±0.58‡ 5.69±0.73 0.0016

Triacylglycerols (mg/dL) 231.00±34.70† 231.70±8.40† 200.00±54.30 <0.0001

Total cholesterol (mg/dL) 321.80±52.90* 294.20±7.80 312.40±22.90  0.0050

All metabolic data are expressed as mean value ± standard deviation. The overall p refers to one-way ANOVA computed as first test 
among values of each parameter measured or deduced in the different groups of patients, while the symbols refer to Bonferroni’s 
multiple comparison calculated as post test among the same values (inter-patient analysis). HOMA-I refers to the formula: Fasting 
insulinaemia (µIU/mL) × Fasting glycaemia (mg/dL) / 22.5. Legend: HOMA-I, homeostasis model assessment-index.
* p <0.05 vs. Group B; ° p <0.001 vs. Group B; † p <0.05 vs. Group C; ‡ p <0.01 vs. Group C; § p <0.001 vs. Group C.
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Concerning all serological determinations carried 
out in this study, the haemolyzed, icteric, lipemic, 
or grossly contaminated samples were avoided to 
ensure the achievement of correct results. For the 
same purpose, all diagnostic methods and analytical 
instruments used in this study were constantly moni-
tored by means of both internal and external quality 
assessment (IQA and EQA) programs.

The mean clinical and metabolic data of the pa-
tients at the start of the study are summarized in 
Tables 1 and 2, respectively. From a first analysis, 
the absence of statistically significant differences 
among age, body weight, BMI, and WC measured or 
deduced in the different groups of patients (Table 1) 

indicates a good clinical match among the participants 
selected for this study. Conversely, the presence of 
statistically significant differences among metabolic 
parameters measured or deduced in the different 
groups of patients (Table 2) reflects the high vari-
ability of laboratory data from patient to patient. The 
latter finding could constitute a limitation to this and 
other similar studies.

Statistical analysis

In tables, all data were expressed as mean value 
± standard deviation, while in figures, all parameter 
values were reported as median, quartile cutpoints 
(first and third quartile), and range (minimum and 
maximum value).




