
Table 3. Parameter variations from the beginning of study to 6 months of treatment (Dt0-t6)
Distracting mini-meal Metformin Placebo Overall p

Body weight (kg) –16.71±2.54*‡ –14.18±3.86‡ –7.15±2.40 <0.0001

BMI (kg/m2) –5.70±1.00º‡ –4.48±1.51‡ –2.46±0.76 <0.0001

WC (cm) –7.94±1.31† –7.32±1.38† –3.94±0.59 <0.0001

Fasting insulinaemia (µIU/mL) –16.28±5.77‡ –19.81±4.05‡ –5.94±4.40 <0.0001

Post-prandial insulinaemia (µIU/mL) –104.60±17.82*‡ –83.93±15.13‡ –43.25±7.75 <0.0001

Fasting glycaemia (mg/dL) –4.88±5.86 –4.06±6.05 –2.00±5.36 0.1258 (ns)

Post-prandial glycaemia (mg/dL) +1.27±5.24 –0.66±6.99 –0.34±6.38 0.4516 (ns)

HOMA-I –3.75±1.36‡ –4.16±0.89‡ –1.26±0.91 <0.0001

Triacylglycerols (mg/dL) –70.30±22.33† –63.70±8.08† –46.00±28.35 <0.0001

Total cholesterol (mg/dL) –120.80±21.03*† –91.20±8.85 –92.40±22.15 <0.0001

All Dt0-t6 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). For fasting/post-prandial glycaemia, no post test has been performed. 
Legend: BMI, body mass index; HOMA-I, homeostasis model assessment-index; WC, waist circumference.
* p <0.05 vs. Metformin; º p <0.01 vs. Metformin; † p <0.05 vs. Placebo; ‡ p <0.001 vs. Placebo.
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Results

Patient compliance

At the end of the study as well as at its intermediate 
time-points, all patients under dietary treatment sup-
plemented with the distracting mini-meal, metformin, 
or placebo showed good compliance.

Weight loss and effects on related parameters

After 6 months of treatment, a significant de-
gree of weight loss was observed in each group of 
patients (p <0.001 for each one). The mean weight 
loss was 16.7% in group A, 14.5% in group B, and 
7.3% in group C. Consistently, in patients treated 
with the distracting mini-meal, the weight loss was 
significantly higher than in those taking metformin 
or placebo, while in patients treated with metformin, 
this parameter was significantly higher than in those 
taking placebo (Table 3).

A significant BMI decrement was noted in every 
group (Figure 1), although in patients treated with 
the distracting mini-meal, this reduction was higher 
than in those taking metformin in whom BMI less-
ening was superior to that in patients treated with 
placebo (Table 3).

A significant WC decrement was found in each 
group (p <0.01 for Groups A and B; p <0.05 for Group 

Data achieved in this study were firstly analyzed 
by the Kolmogorov-Smirnov test to verify the normal 
distribution hypothesis within each statistical sample. 
Since the resulting p values were not significant (p 
>0.05), it is reasonable to assume that data obtained 
from every group of patients fall into a Gaussian dis-
tribution, and they therefore were processed by means 
of parametric tests. In detail, the comparison among 
values of each parameter measured or deduced in the 
different groups of patients (inter-patient analysis) 
was performed by using the one-way analysis of vari-
ance (ANOVA) as the first test, for which the homo-
scedasticity assumption was confirmed by Bartlett’s 
test for equal variances. If the overall p was ≤0.05, 
Bonferroni’s multiple comparison was used as the post 
test. Within each group of patients, the comparison 
among values of each parameter measured or deduced 
at different time-points (intra-patient analysis) was 
performed by using the repeated measures ANOVA 
as the first test, for which the pairing effectiveness 
was opportunely verified. If the overall p was ≤0.05, 
Bonferroni’s multiple comparison was used as the 
post test. For every test applied in this study, the p 
values ≤0.05 were considered significant.

All statistical evaluations were carried out by using 
the GraphPad Prism package (GraphPad Software 
Inc., San Diego, CA).




