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Documento per la formulazione e l’implementazione di un

Piano Strategico Nazionale sulla malattia diabetica

In particolare va ricordata la parte relativa alla scelta del glucometro dove si 

riportano “le caratteristiche che devono essere tenute presenti e che 
possono condizionare la scelta di uno strumento rispetto ad un altro in 
relazione al tipo di paziente (stile di vita, limitazioni manuali o visive,….) 
nella cura a domicilio e che devono garantire a) praticità d’uso e  alla 
fenotipizzazione del paziente, b) accuratezza e precisione; c) controllo di 
qualità”.

Inoltre viene evidenziato che, nel confrontarsi con nuove apparecchiature, è 
necessario sempre considerare gli aspetti organizzativi assieme alla 
appropriatezza delle procedure diagnostiche e terapeutiche, enfatizzando il 
concetto secondo cui al corretto utilizzo della strumentazione si deve 
sempre affiancare un corretto apprendimento sia dell’operatore che del 
paziente e un appropriato utilizzo di competenze.

Piano Nazionale Diabete









At completion of  the 6-month randomized cross-over phase, all participants were

invited to be followed in a 3-month extension study. The monitoring frequency of  

the participants who indicated a preference for the Accu-Chek Mobile meter (n =  25) 

remained significantly higher during the 3-month extension phase than at baseline 

[median 17 [interquartile range (IQR) 8–29] SMBG estimates/week vs. median: 7 

(IQR: 3–16) SMBG estimates/week; P =  0.0002].

These participants also had a small but statistically significant improvement in their 

glycemic control [average HbA1c: 8.7 ± 1.1 % 70.1 ± 11.3 mmol/mol) at 9 months 

vs. 9.1 ± 1.2% (75.3 ± 13.3 mmol/mol) at baseline; P =  0.04].





Criteria for evaluation:

Primary evaluation criteria

The objective of  this study was to test the superiority of  iBGstar™ as a component of  the 

diabetes treatment vs. traditional blood glucose self-monitoring system for reducing 

HbA1c levels after 6 months in young patients with type 1 diabetes. 

The co-primary study objective was to test the superiority of  iBGstar™ as a component 

of  the diabetes treatment vs. usual blood glucose self-monitoring system for 

improving the compliance to SMBG (proportion of  patients performing at least 30% 

of  the recommended SMBG tests) after 6 months.

Secondary evaluation criteria: 

As secondary efficacy objectives, the study aimed to evaluate the co-primary end-points at 12 

months and all the following parameters at 6 and 12 months:

Percentage of  patients with HbA1c ≤7.5%;

Variation in the average number of  weekly SMBG;

Quality of  life: ADDQOL (young adults 18-24 years) and DQOL-Y (adolescents 14-17 years) 

after 6 months;

Patient satisfaction with SMBG meter assessed by VAS;

Number and type of  overall contacts between centers and patients during 6 months.

Safety: 

Incidence of  hypoglycemia (grade 1 and grade 2) during 6 and 12 months;

Incidence of  adverse events during 6 and 12 months.







Compliance to SMBG at six months



Results of  the experimental 
phase 



Efficacy parameters from baseline to 6 months, by age



Efficacy parameters from baseline to 6 months, by gender



Change in HbA1c levels by compliance to SMBG at 6 months



o HbA1c

o No significant between-group difference in HbA1c levels change was found. 

o In both groups, HbA1c levels were reduced (-0.4% in Group A and -0.3% in Group B);

o Reduction in HbA1c levels in Group A as compared to Group B were more marked in 

males and subjects aged 18-24 years.

o Compliance

o 53.6% of  patients in Group A and 56.0% in Group B could be defined compliant to 

SMBG, without a statistically significant between group difference. 

o Compliance was reached more frequently in females than in males, without difference 

between study groups.

o Number of  weekly number of  SMBG increased from 8.8±0.9 to 16.0±0.9 in Group A 

and from 8.5±0.9 to 16.2±0.9 in Group B. Between-group comparison did not show 

statistically significant difference while the pre-post improvements were statistically 

significant within both groups.

o Satisfaction
o Higher benefits in the subscales of  DQOLY-satisfaction with life and satisfaction with 

treatment were found in Group A as compared to Group B. 

o VAS score was increased significantly more in Group A than in Group B (+12.4 (2.5) vs. 

+5.7 (2.5); p=0.05). Analysis stratified by gender showed that the between-group 

satisfaction strongly differed in male patients in favor of  the experimental glucose meter, 

while no difference was found in female subjects. 

6 Months



HbA1c at 12 months in the overall population



HbA1c

Between 6 and 12 months after randomization, HbA1c levels remained stable in Group A 

(-0.07%), while they further decreased by -0.31% in Group B after switching to the experimental 

meter. No between-group difference in HbA1c levels was found at the end of  the study (p=0.24), 

but the change from 0 to 12 months was clinically relevant and statistical significant in both 

groups (Group A: -0.50; p=0.0003 and Group B: -0.63; p<0.0001).

Compliance

After 12 months, the proportion of  patients compliant to SMBG was slightly decreased compared 

to that obtained after 6 months, but no between-group difference was found. However, the 

proportion of  women compliant to SMBG in Group B was substantially higher, though statistical 

significance was not reached.

Also in terms of  within-group comparisons, the percentage reductions from 6 to 12 months were 

not statistically significant. An exception was represented by women in the Group A, showing a 

statistically significant reduction at 12 months compared to 6 months (60.5% vs. 40.5%; p=0.05).

12 Months
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The study could not demonstrate the superiority of  the experimental glucose meter in improving 

metabolic control and compliance to SMBG as compared to the standard glucose meter.

The lack of  difference was due to improvements in metabolic control and in compliance to SMBG 

in both groups.

The study is relevant because it documents that:

• Good metabolic control is difficult to be achieved in this challenging population of  

adolescents/young adults with type 1 diabetes.

• The target of  HbA1c ≤7.5% can be considered unrealistic for this population.

However, a “trial effect” has been documented and after 6 months over 50% of  individuals 

enrolled in both groups became compliant to SMBG. Compliance to SMBG was reached more 

frequently in women than in men.

In the subgroup of  patients who became compliant to SMBG at six months, a more marked 

reduction in HbA1c was documented in both groups. This suggests the importance of  

identifying personalized strategies to motivate the patient to regularly monitor blood 

glucose.

Improvements in HbA1c were obtained increasing the number of  weekly measurements 

from around 8 to 16, i.e. from 1.1 to 2.3 measurements/day.

iNew Trend Study Conclusion

The study documented that quality of life was unchanged after six months. It is 

important to underline that increasing the frequency of self-monitoring blood 

glucose is not a determinant of poorer quality of life. 

On the other hand, the VAS significantly improved in both group. In men, VAS was 

substantially influenced by the glucose meter, while in women this improvement 

was independent from the assigned device. Furthermore, VAS significantly 

increased in the subgroup aged 14-17 years, but only in patients allocated to the 

experimental glucose meter.



Conclusioni
La disponibilità di molteplici dispositivi per l’autocontrollo domiciliare 

ad elevato e differenziato contenuto tecnologico 

ci permette di incontrare al meglio le differenti caratteristiche cliniche

ed i differenti bisogni dei pazienti avviati all’autocontrollo glicemico.

L’identificazione del “giusto glucometro, per il giusto paziente, 

soprattutto in alcune classi di pazienti,

è elemento fondamentale per ottenere e mantenere

un adeguata compliance all’SMBG, 

una ottimale soddisfazione sul proprio trattamento e aumentare, quindi, la 

motivazione per i nostri pazienti all’ottimale gestione del proprio diabete 


