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ABSTRACT

Introduction: Combination therapy with both
basal insulin (BI) and glucagon-like peptide-1
receptor agonists (GLP-1RAs) is an effective
treatment in patients with uncontrolled type 2
diabetes mellitus (T2DM). The recent develop-
ment and release of a fixed-ratio combination of
slow-release insulin degludec and the GLP-1RA
liraglutide (IDegLira) represents an improve-
ment to this therapy. We have conducted a real-

world evidence study in Italian patients with
T2DM to evaluate whether the encouraging
clinical trial results obtained with IDegLira,
which became available in Italy in January
2018, can be confirmed in Italian clinical
practice.
Methods: This was a multicenter, retrospective,
observational study in patients with T2DM
treated with IDegLira from January to December
2018. Prior to the initiation of IDegLira therapy,
patients were treated with BI with or without
one or more concomitant oral antidiabetic
drugs (BOT group) or according to the basal
bolus protocol (BI and rapid-acting insulin
treatment; BB group).
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Results: A total of 244 patients were included
in the present study, of whom 186 were in the
BOT group and 58 in the BB group. Following
the switch to IDegLira therapy, glycemic con-
trol improved in both groups, with significant
reductions in glycated hemoglobin after 6 and
12 months of treatment in the BOT group and
after 6 months of treatment in the BB group. No
gain in body weight and body mass index and
reductions in fasting plasma glucose and num-
ber of concomitant diabetic medications (in
BOT patients) were observed. All results
obtained during the study were achieved at a
moderate dose of IDegLira.
Conclusion: The findings from this study show
that in a real-world setting, the switch to IDe-
gLira treatment is a valid option for patients
who are failing to achieve glycemic control
targets and/or struggling with the side effects,
such as weight gain and hypoglycemia, of other
insulin therapies.

Keywords: Basal insulin; GLP-1 analogue;
Glycemic control; Observational study; Type 2
diabetes mellitus

Key Summary Points

Therapy with the fixed-ratio combination
of basal insulin and glucagon-like peptide-
1 receptor agonists (IDegLira) is an
effective treatment in patients with
uncontrolled type 2 diabetes mellitus
(T2DM).

The aim of this real-world study was to
evaluate IDegLira in an Italian population
of T2DM patients.

Improvement of glycemic control, no gain
in body weight and body mass index and
reductions in fasting plasma glucose and
number of concomitant diabetic
medications were observed following the
switch to IDegLira therapy.

The findings show that in a real-world
setting, the switch to IDegLira treatment
is a valid therapeutic option for patients
with T2DM who are unable to achieve
glycemic control targets and/or report side
effects with other insulin therapies.

DIGITAL FEATURES

This article is published with digital features to
facilitate understanding of the article. To view
digital features for this article go to https://doi.
org/10.6084/m9.figshare.13034480.

INTRODUCTION

The combination therapy with a long-acting
basal insulin (BI) and a glucagon-like protein-1
receptor agonist (GLP-1RA) in patients with
type 2 diabetes mellitus (T2DM) is based on the
solid understanding of their complementary
mechanisms of actions [1], which potentiate
each other by acting through different mecha-
nisms in different tissues. This approach is also
supported by full clinical data and is endorsed
as a third-line treatment for the management of
hyperglycemia in T2DM in the consensus report
by the American Diabetes Association (ADA)
and the European Association for the Study of
Diabetes (EASD) [2]. For patients already being
treated with BI, the addition of a GLP-1RA to
their therapeutic regimen is an option when
intensification therapy is needed [3, 4]. This
combination therapy shows the same efficacy as
the basal bolus treatment regimen with respect
to glycemic control, but with a lower risk of
hypoglycemia and weight gain, and is obtained
with a lower dose of insulin [5]. The timely
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addition of a GLP-1RA to monotherapy with BI
also improves clinical and economic outcomes
when it is taken into account that therapeutic
inertia in treating patients with uncontrolled
T2DM can result in worsening cardiovascular
outcomes and that intensification of a basal oral
regimen is often delayed in clinical practice
[6, 7].

This co-administration therapy has recently
been improved with the development and
release of a fixed-ratio combination of slow-re-
lease insulin degludec and the GLP-1RA
liraglutide (IDegLira) that avoids the burden of
multiple daily injections [8]. IDegLira is
administered once daily, independent of meals,
up to a maximum daily dose of 50 dose steps
(DS), with 1 DS containing 1 U of insulin
degludec and 0.036 mg of liraglutide [9].

The clinical efficacy and safety of IDegLira
were assessed in the phase III DUAL clinical trial
program in T2DM patients with suboptimal
glycemic control who were on oral antidiabetic
drugs (OADs), GLP-1RA therapy and BI therapy
[10]. The DUAL I–VII studies demonstrated that
IDegLira is able to reduce blood glucose levels
and, furthermore, to alleviate the major side
effects of insulin therapy (hypoglycemia, body
weight gain) and GLP-1RA therapy (nausea),
combining the clinical advantages of both
components [11–17].

Based on these encouraging results, the use
of IDeglira was approved in Europe in Septem-
ber 2014, in combination with OADs for those
patients who do not reach an adequate gly-
cemic control with OADs alone or combined
with a GLP-1RA or BI. IDeglira was approved for
use in the USA in November 2016, while in Italy
it has been on the market since January 2018
[9, 18].

In contrast to data from clinical trials, real-
world evidence on IDegLira is limited. Real-
world retrospective studies are particularly
attractive, as they provide the means to rapidly
gather data from large heterogeneous patient
populations that are representative of those
seen in routine clinical practice. The aim of this
real-world cohort study was, therefore, to eval-
uate whether the clinical trial results obtained
with IDegLira can be confirmed in clinical
practice, in an Italian T2DM patient population,

with the final aim to achieve the recommended
glycated hemoglobin (HbA1c) target without
increasing the risk for hypoglycemia compared
to titration of BI alone, and without worsening
the extra-glycemic parameters related to car-
diovascular risk.

METHODS

Study Design

This is a multicenter retrospective observational
cohort study conducted at seven Italian dia-
betes centers. Patients with T2DM attending
clinics at these diabetes centers and treated with
IDegLira in the period of January–December
2018 were enrolled. The duration of the obser-
vation phase was 12 months.

The study was performed in accordance with
the current legislation on Observational Studies
and the Helsinki Declaration of 1964 and its
later amendments.The study was approved by
and the data was been processed at the U.O. of
Diabetology of the IRCCS of the Sacred Heart
Hospital—Don Calabria di Negrar, in compli-
ance with privacy regulations. Patients have
been asked for their consent to the processing of
personal data. A formal approval by the Ethics
Committee was considered for patients who did
not sign the informed consent form because
they did not visit the center after the approval
of this retrospective study.

Patients

Patients with T2DM considered for enrollment
in the present study had started IDegLira ther-
apy following the switch from prior treatments
of either BI with or without concomitant C 1
OADs (BOT group) or according to the basal
bolus protocol (BI and rapid-acting insulin
treatment; BB group). The patients included in
the study were not in metabolic compensation
according to the criteria of the guidelines pro-
vided by Italian and international diabetic
societies. The initial dose of IDegLira, as well as
the recommended titration scheme, were eval-
uated by the treating clinician.
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Exclusion criteria were: age\18 years; BI-
naı̈ve patients; concomitant or suspected
malignant diseases (within 3 months of the
baseline visit); recent acute diseases (within
3 months of the baseline visit); severe renal
failure (glomerular filtration rate\ 15 mL/min);
severe liver failure; congestive heart failure
(New York Heart Association functional class
IV); high degree of fragility; and chronic
pancreatitis.

Study Measures

Variation in HbA1c, based on HbA1c values
provided by blood analyses performed as part of
the routine diabetic control visits, was consid-
ered to be the primary endpoint. The propor-
tion of patients with HbA1c\7% was also
assessed.

Variations in the following parameters were
evaluated as secondary endpoints: (1) body
weight and body mass index (BMI); (2) mean
fasting plasma glucose (FPG), collected as the
mean FPG level for the 28 days of treatment
immediately preceding the day of measurement
(baseline and 6- and 12-month follow-up visits);
(3) systolic blood pressure; (4) lipid profile (total
and high-density lipoprotein [HDL] cholesterol
and triglycerides).

Variations in IDegLira dose during the study,
compared to previous BI dosage, were also
evaluated.

All measures were assessed at the baseline
visit (corresponding to the start of IDegLira
treatment) and after 6 and 12 months of treat-
ment (6- and 12-month follow-up visits,
respectively). To obtain data on change in the
parameters (delta values), only patients with
available data at both relevant time points and
baseline values were included in the analysis.
This restriction resulted in a different popula-
tion dimension (n) for each parameter at each
time point, which is a characteristic of a real-
world study.

Statistical Analysis

Statistical evaluation of all continuous data was
performed using a paired t test or Wilcoxon

Signed Ranks test. Discrete paired data were
evaluated with the McNemar test. All analyses
were performed using SPSS v26 software (IBM
Corp., Armonk, NY, USA).

RESULTS

Study Population and Clinical
Characteristics

Among the 275 patients with T2DM considered
for enrollment in the screening phase, 31 were
excluded because they were naı̈ve to insulin
therapy. Thus, a total of 244 patients were
included in the study, 186 in the BOT group
and 58 in the BB group. Included patients had
comparable baseline characteristics regarding
age, disease duration, HbA1c levels, weight,
BMI, FPG, systolic blood pressure and lipid
profile. Symptomatic hypoglycemia episodes
were significantly higher in the BB group.

Detail son the baseline demographics and
clinical characteristics of the patients enrolled
in the study are presented in Table 1. Previous
diabetic therapies followed by patients are
summarized in Table 2.

Before the switch to IDegLira, most of the
patients in the BOT group were treated with two
additional OADs (52.7%); 33.3% of patients
were treated with one additional OAD, 9.7%
with three OADs and only a small percentage
were treated with four OADs (0.5%) or BI alone
(3.8%).

Effectiveness Outcomes

In the BOT patient group, a significant reduc-
tion in HbA1c level was observed at each follow-
up visit versus baseline (6 months mean ±

standard deviation [SD] reduction -

0.9 ± 1.2%; 12 months mean ± SD reduc-
tion - 1.1 ± 1.3%; p\0.001) (Fig. 1; Table 3).
The proportion of patients in the BOT group
with HbA1c\7% was significantly higher after
6 and 12 months of IDegLira treatment (? 21.6
and ? 27.5%, respectively) than at baseline
(p\ 0.001) (Table 3).
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Table 1 Baseline demographics and clinical characteristics of patients enrolled in the study

Baseline demographics and clinical characteristics BOT groupa BB groupa

Full analysis set (N) 186 58

Male, n (%) 98 (52.7) 34 (58.6)

Age (years) 64 ± 9

n = 185

63 ± 11

n = 58

Disease duration (years) 15 ± 8

n = 182

16 ± 9

n = 58

HbA1c (%) 8.5 ± 1.2

n = 184

8.2 ± 1.2

n = 58

Weight (kg) 93.4 ± 19.2

n = 172

101.1 ± 21.3

n = 58

BMI (kg/m2) 33.0 ± 6.2

n = 172

34.9 ± 6.9

n = 58

FPG (mg/dL) 162.4 ± 46.8

n = 154

154.2 ± 49.0

n = 58

Systolic blood pressure (mmHg) 136.3 ± 19.5

n = 165

137.6 ± 16.9

n = 58

Lipid profile (mg/dL)

Total cholesterol 168.7 ± 41.3

n = 150

171.4 ± 42.8

n = 52

HDL cholesterol 45.8 ± 12.5

n = 145

47.2 ± 11.1

n = 49

Triglycerides 152.2 ± 81.6

n = 147

160.0 ± 95.6

n = 52

Hypoglycemia episodes

Symptomatic 0.3 ± 1.1

n = 99

1.3 ± 2.0

n = 32

Severe 0.3 ± 1.1

n = 99

0

n = 32

Values in table are presented as the mean ± standard deviation (SD), unless indicated otherwise
BMI Body mass index, FPG fasting plasma glucose, HbA1c glycated glucose, HDL high-density lipoprotein
a The patient groups comprised those patients with type 2 diabetes mellitus (T2DM) whose previous therapy prior to the
switch to IDeglira (fixed-ratio combination of basal insulin [BI] and glucagon-like peptide-1 receptor agonist [GLP1-RA])
was either BI with or without concomitant C 1 oral antidiabetic drugs (OADs) (BOT group) or those treated according to
the basal bolus protocol (BI and rapid-acting insulin treatment; BB group)
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In the BB patient group, a significant reduc-
tion in HbA1c level was observed after 6 months
of treatment versus baseline (mean ± SD
reduction - 0.5 ± 1.1%; p = 0.005), while at
12 months, although the number of observed
patients was small, a slight reduction was
observed (mean ± SD reduction - 0.2 ± 1.2%)
(Fig. 1; Table 3). The proportion of BB patients
with HbA1c\7% at 6 and 12 months of treat-
ment was comparable to the relative baseline
values (Table 3).

A significant reduction in body weight was
reported for both patient groups after 6 months
of treatment versus baseline values (BOT group
mean ± SD reduction - 1.1 ± 4.9 kg,
p = 0.011; BB group mean ± SD reduction
- 2.8 ± 5.4 kg, p = 0.001). At the end of the
study, a significant reduction in body weight
was observed in the BB group, although the
number of patients was small (mean ± SD

reduction - 6.2 ± 6.6 kg; p = 0.001) (Fig. 2;
Table 3).

In the BOT group, a significant reduction in
BMI was observed after 6 months of treatment
(mean ± SD reduction - 0.4 ± 2.0 kg/m2;
p = 0.042). A significant reduction in BMI was
also observed at each follow-up visit for the BB
patient group, despite the small number of
patients observed at 12 months, compared to
the baseline values (6 months mean ± SD
reduction - 0.9 ± 1.9 kg/m2; 12 months
mean ± SD reduction - 2.1 ± 2.4 kg/m2;
p = 0.002) (Table 3).

A further analysis of HbA1C and weight
variations was performed according to patient
baseline BMI (cut-off BMI value 30). No statis-
tically significant differences in delta HbA1c and
delta weight after 6 and 12 months between
patients with baseline BMI[30 and those with
baseline BMI B 30 were observed.

In the BOT group, a significant reduction in
FPG was observed at each follow-up visit, com-
pared to baseline values (6 months mean ± SD
reduction - 38.0 ± 54.0 mg/dL; 12 months
mean ± SD reduction - 21.2 ± 34.8 mg/dL; p B

0.001). FPG levels also decreased in the BB
group, but the changes were not significantly
different from the baseline values (Table 3).

A significant reduction in total cholesterol
was observed in the BOT group at each follow-
up visit, compared to baseline values (6 months
mean ± SD reduction - 13.9 ± 35.8 mg/dl;
p\0.001; 12 months mean ± SD reduction
- 15.5 ± 31.7 mg/dl; p = 0.009) (Table 5). In
the BB group, only a slight decrease of total
cholesterol values was observed at each follow-
up visit (Table 3).

Triglyceride values were slightly decreased in
BOT group after 6 months of treatment
(mean ± SD reduction - 5.8 ± 65.9 mg/dl).
This reduction became significant at the end of
the study (mean ± SD reduc-
tion - 33.1 ± 65.6 mg/dl; p = 0.006) (Table 3).

During the study, no significant variation in
systolic blood pressure and HDL cholesterol
values were reported in both populations
(Electronic Supplementary Material Table 1).

Table 2 Previous therapy for diabetes

Previous therapy for diabetes n (%)

Basal insulin 244 (100)

Glargine 175 (71.7)

Detemir 14 (5.7)

Degludec 29 (11.9)

Glargine U300 22 (9.0)

NPH insulin 4 (1.6)

Basal bolus 58 (23.8)

OADs

Metformin 165 (67.6)

Sulfonylurea 72 (29.5)

DPP-4 inhibitors 39 (16.0)

Pioglitazone 11 (4.5)

Acarbose 4 (1.6)

SGLT-2i 25 (10.2)

GLP1-RA 9 (3.7)

DPP-4 Dipeptidyl peptidase-4 inhibitors, NPH Neutral
Protamine Hagedorn, SGLT-2i sodium/glucose cotrans-
porter-2 inhibitor
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Variation in IDegLira Dose
and Concomitant OADs During the Study

Previous to the switch to IDegLira treatment,
the mean dose of BI was 21.1 ± 9.8 IU in the
BOT group and 55.9 ± 26.3 IU of total daily
insulin (BI ? rapid-acting insulin) in the BB
group (Table 4). The mean start-up dose of
IDegLira in the BOT and BB groups was
18.7 ± 6.8 SU (Step Unit) and 20.2 ± 7.6 SU,
respectively (Fig. 3; Table 4).

The mean dose of IDegLira increased to
25.1 ± 9.5 SU in the BOT group after 6 months
of treatment and to 27.2 ± 10.8 SU after
12 months of treatment(Fig. 3a; Table 4). In the
BB group, the mean dose of IDegLira was
28.9 ± 12.6 SU (p\0.001) after 6 months and
25.9 ± 10.3 SU (p\0.001) after 12 months of
treatment; these values represent a significant

reduction compared to previous BI therapy
(Fig. 3b; Table 4).

The number of OADs taken by patients in
the BOT group concomitant to IDegLira treat-
ment is shown in Table 5. At the end of the
study, 27.5% of patients in the BOT group were
being treated with two concomitant OADs,
which is a reduction of 25.2% compared to the
previous therapy regimen. Most patients in the
BOT group (72.5%) were treated with one
additional OAD. None of the patients were
treated with three or four OADs (Table 5).

Safety Data

In the BOT group, two patients suspended the
IDegLira treatment for persistent nausea and
vomiting and four patients stopped the treat-
ment for poor glycemic control. In the BB

Fig. 1 Change (delta reduction, %) in glycated hemoglo-
bin (HbA1c) levels versus baseline (dark horizontal line) at
each follow-up visit in the BOT and BB patient popula-
tions. Bars and whiskers represent the mean and standard
deviation (SD), respectively. Asterisks indicate statistical

significance versus baseline levels at **p\ 0.01 and
***p\ 0.001. Number of measurements: BOT group:
6 months, n = 156; 12 months, n = 51; BB group:
6 months, n = 45; 12 months n = 17. See text (section
Patients) for description of BOT and BB patient groups
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group, one patient reported an exacerbation of
chronic obstructive pulmonary disease and,
therefore, suspended the IDegLira treatment.

DISCUSSION

The DUAL I–VII clinical trial program provides
encouraging results regarding the efficacy and
safety of IDegLira therapy in patients with
T2DM and suboptimal glycemic control. In
particular, in the DUAL II and V studies, the
efficacy of IDegLira was assessed in patients who
switched from BI degludec or glargine treat-
ment, respectively, and the results demonstrat a
greater reduction in HbA1c, hypoglycemia and

weight in the IDegLira-treated group [11, 13].
The effectiveness of IDegLira was also compared
to the therapeutic intensification with the
rapid-acting insulin analogue (basal-bolus pro-
tocol) in the DUAL VII study: at the end of the
study, HbA1c levels in patients switched to
IDegLira was comparable to that in the basal-
bolus group. A greater reduction in hypo-
glycemia and body weight in favor of IDegLira
was also observed at the end of the 6-month
follow-up. These results were obtained with a
significantly lower quantity of insulin:
40 IU/day for the IDegLira group, compared to
84 IU/day for the basal-bolus group [14].

However, real-world observational studies
are needed to confirm the results obtained in

Table 3 Effectiveness outcomes

Outcome Follow-up visit at 6 months Follow-up visit at 12 months

n Baseline value Follow-up value n Baseline value Follow-up value

BOT group

HbA1c (%) 156 8.4 ± 1.2 7.5 ± 1.1*** 51 8.4 ± 1.0 7.3 ± 0.9***

HbA1c\ 7%, n (%) 157 15 (9.6) 49 (31.2)*** 51 2 (3.9) 16 (31.4)***

Weight (kg) 138 93.0 ± 18.8 92.0 ± 18.9* 50 98.0 ± 21.9 96.6 ± 20.4

BMI (kg/m2) 138 33.0 ± 6.3 32.7 ± 6.2* 50 34.4 ± 7.2 33.9 ± 6.5

FPG (mg/dL 103 160.8 ± 48.2 122.8 ± 41.1*** 37 139.6 ± 36.5 118.4 ± 34.5***

Lipid profile (mg/dL)

Total cholesterol 104 167.9 ± 43.3 154.1 ± 39.5*** 33 161.2 ± 41.9 145.7 ± 33.7**

Triglycerides 102 144.1 ± 82.5 138.3 ± 89.8 33 151.5 ± 72.4 118.5 ± 51.2**

BB

HbA1c (%) 45 8.2 ± 1.3 7.7 ± 1.2** 17 7.6 ± 0.8 7.3 ± 1.1

HbA1c\ 7%, n (%) 45 11 (24.4) 15 (33.3) 17 6 (35.3) 7 (41.2)

Weight (kg) 46 103.0 ± 22.9 100.1 ± 22.5*** 17 106.3 ± 22.8 100.1 ± 20.8***

BMI (kg/m2) 46 35.9 ± 7.2 35.0 ± 7.1** 17 36.2 ± 7.0 34.1 ± 6.1**

FPG (mg/dL) 38 153.3 ± 50.8 143.1 ± 45.3 15 136.9 ± 29.9 127.5 ± 32.9

Lipid profile (mg/dL)

Total cholesterol 27 169.9 ± 43.9 163.7 ± 39.9 14 168.6 ± 48.8 145.0 ± 25.0

Triglycerides 26 141.0 ± 75.7 153.3 ± 85.3 14 142.3 ± 72.7 154.3 ± 65.0

Values are presented as the mean ± SD, unless indicated otherwise
*p\ 0.05, **p\ 0.01, ***p\ 0.001 versus baseline value
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the clinical trials. In this context, the present
work, which is the second real-world study
involving IDegLira, was carried out in an Italian
context, with the aim to compare the effec-
tiveness of fixed and flexible BI/GLP-1RA com-
binations using routinely accumulated clinical

data. The results show that in specialist routine
care, treatment with fixed or flexible BI/GLP-
1RA combinations provide comparable
improvement in glycemic control, with lower
treatment costs with the fixed combination
[19].

Fig. 2 Trend for change in body weight according to follow-up in the BOT and BB groups. Asterisks indicate statistical
significance versus baseline levels at *p\ 0.05 and ***p\ 0.001. Bars and whiskers represent the mean and SD, respectively

Table 4 Insulin dose before and after the switch to IDegLira

Patient groups and measurement time
points

n Insulin (IU) before
switch

IDegLira dose
(SU)

Change (delta) after
switch

BOT

Baseline visit 184 21.1 ± 9.8 18.7 ± 6.8 - 2.4 ± 8.6***

6-month follow-up 158 21.4 ± 10.1 25.1 ± 9.5 3.7 ± 10.7***

12-month follow-up 51 24.4 ± 11.6 27.2 ± 10.8 2.8 ± 13.4

BB

Baseline visit 57 55.9 ± 26.3 20.2 ± 7.6 - 35.7 ± 24.4***

6-month follow-up 46 55.9 ± 25.6 28.9 ± 12.6 - 27.0 ± 21.7***

12-month follow-up 17 57.5 ± 28.6 25.9 ± 10.3 - 31.6 ± 25.1***

Values in table are presented as the mean ± SD
SU Step Unit
***p\ 0.001 versus before switch

Diabetes Ther (2021) 12:197–209 205



Specifically, our results show that the IDe-
gLira therapy, following its substitution for
previous insulin regimens, improved glycemic
control, with significant reductions in HbA1c
after 6 and 12 months of treatment with IDe-
gLira in the BOT group and after 6 months in
the BB group. They also show that the IDegLira
treatment was associated with no weight and
BMI gain, reductions in FPG and a reduction in
the number of concomitant diabetic medica-
tions compared to previous regimens in patients
from the BOT group.

Of note, the obtained results were achieved
at a moderate dose of IDegLira (mean ± SD
IDegLira dose at the end of the study 27.1 ±

10.8 SU for the BOT group and 25.9 ± 10.3 SU
for the BB group), taking into account that the
reference IDegLira maximum dose is 50 SU
daily, which also represents a significant
reduction in the amount of BI taken by BB
patients (- 31.6 ± 25.1 IU at the end of the
study).

The data obtained in this study are in line
with the results of the EXTRA study, a real-word
evidence study conducted in a number of
European diabetes centers [20]. In the EXTRA
study, the multidose injection (MDI) subgroup
demonstrated a significant reduction in HbA1c
of - 0.7% and a significant reduction in body
weight of 2.4 kg [20]. Another small real-word
evidence study examined the safety and efficacy
of switching from the MDI regimen to once-
daily IDegLira in relatively well-controlled
(HbA1c baseline 7.5%) T2DM subjects, thereby
reducing the total daily insulin dose [21]. The
conclusions drawn by the authors were that in
everyday clinical practice, switching from low-
dose MDI to IDegLira in patients with well-
controlled T2DM is safe, may result in weight
loss and similar or better glycemic control and
substantially reduces the insulin requirement
[21].

The present study has a number of limita-
tions, typical for observational studies. These
include the lack of data related to glycemic self-
control and the high dropout rate ([ 50%) in
both observational groups over time, which
resulted in fewer patients at each follow-up
visit. In particular, for the 12-month evalua-
tions of the BB group, the reduced number of
patients does not allow any conclusions to be
drawn, but the data are useful in that they
suggest a trend during the time the reported
parameters were measured.

CONCLUSIONS

In conclusion, the findings from this study
show that in a real-world setting the switch to
IDegLira treatment is pertinent to physicians
who are considering the most proper therapy

Fig. 3 IDegLira mean dose steps (expressed as SU) at
baseline and at the 6- and 12-month follow-ups in the
BOT (a) and BB (b) groups. Final mean dosages
(expressed as SU) at visit are reported above columns,
taking into account the relative baseline values of patients
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for patients who are failing to achieve glycemic
control targets and/or struggling with side
effects, such as weight gain and hypoglycemia.
Of note, both patient populations considered in
this real-world study (BOT group and BB group)
can benefit the treatment.
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