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Abstract

Introduction: The failure of metformin monotherapy and intolerance to
metformin combinations have necessitated the evaluation of various fixed-
dose combinations (FDC) of oral hypoglycaemic agents. The newer FDCs
belong to the class of Sodium-Glucose Cotransporter Type 2 (SGLT2)
inhibitors and Dipeptidyl Peptidase-4 Inhibitor (DPP4) inhibitors. In this
study the efficacy and safety of the FDC of Dapagliflozin and Teneligliptin
in Indian Type 2 Diabetes Mellitus (T2DM) patients were evaluated.

Methods: This multicentric, randomized, prospective, double-blind, four-
arm, phase III study included inadequately controlled T2DM patients on
metformin monotherapy (= 1500 mg/day). Subjects were randomized
into four groups and received either the FDC or the monotherapy of
Dapagliflozin and Teneligliptin over 24 weeks. The study endpoints
included improvement in glycaemic parameters, reduced body weight,
and occurrence of adverse events. Results: FDC group of Dapagliflozin
5/10mg + Teneligliptin 20mg demonstrated a significant reduction in
HbA1C by 1.5% (P < 0.0001) compared to the individual groups of
Dapagliflozin (-1.1%) & Teneligliptin (-0.9%). A similar trend was
observed for Fasting Plasma Glucose (FPG) and Postprandial Plasma
Glucose (PPG) with the FDC groups (P < 0.0001). The mean reduction in
body weight from baseline to week 24 was prominent in the Dapagliflozin
10mg (-2.16 kg) group. When compared amongst the groups, weight
reduction in Dapaglifiozin 10mg + Teneligliptin 20mg group was
significantly more than Dapaglifiozin 5Smg + Teneligliptin 20mg and
Teneligliptin 20mg (P <0.01) monotherapy. The reported adverse events
were mild and uneventful.

Conclusion: The FDC of Dapaglifiozin and Teneligliptin effectively
improved glycaemic parameters and body weight in T2DM patients. The
FDC of Dapagliflozin and Teneligliptin based on the current evidence can
be considered for T2DM patients inadequately controlled on metformin
monotherapy.
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Introduction

Diabetes mellitus (DM) is one of the most significant global health
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emergencies of this century, ranking among the ten leading
causes of mortality [1]. In 2022, an estimated 828 million
(95% credible interval [Crl] 757-908) adults (those aged
18 years and older) had diabetes, an increase of 630 million
(554-713) from 1990 [1,2]. The Indian Council of Medical
Research—India Diabetes (ICMR-INDIAB) study has
reported a prevalence of 11.5% diabetic patients in the Indian
population [3].

The primary pathological focus in Type 2 Diabetes
mellitus (T2DM) revolves around diminished insulin
sensitivity and deteriorating beta-cell function [4]. The
prevalence of uncontrolled diabetes varies from 46.43%
to 76.6% in the Indian T2DM population [5,6]. The mean
HbA ¢ levels in Indian T2DM patients have been reported to
be around 7.7% to 8.9% [6,7]. Uncontrolled diabetes increases
the risk of macrovascular and microvascular complications
such as cardiovascular (CV), cerebrovascular, and peripheral
artery disease (PAD), and diabetic retinopathy, nephropathy,
and neuropathy, respectively [8-10]. Provided there are no
contraindications, the American Diabetes Association (ADA)
recommends using metformin monotherapy as the first-line
medication for individuals with type 2 diabetes mellitus
(T2DM) [11]. The primary reason cited for discontinuation
of metformin therapy is gastrointestinal intolerance, which
affects approximately 25% of patients undergoing treatment
with metformin, often resulting in these individuals being
unable or reluctant to continue this pharmacotherapy [12].
When monotherapy does not yield the desired glycemic
control, it is crucial to promptly adopt a combination
therapy that employs diverse mechanisms of action and
demonstrates synergistic and complementary actions [13].
Thus, considering the above factors, there is a need for fixed-
dose combinations (FDC) of oral anti-diabetic agents (OAD).

The clinical guidelines recommend a patient-centric
approach and individualizing the treatment to achieve and
maintain glycemic goals. The choice of pharmacological
agents should also consider cardio-renal protection and effects
on other comorbidities, efficacy, risk of hypoglycaemia,
impact on weight, cost, access, risk of side effects, and
individual preference [11]. Among the various OADs,
Dipeptidyl Peptidase-4 Inhibitor (DPP4i) and Sodium-
Glucose Cotransporter Type 2 Inhibitor (SGLT2i) have
demonstrated clinical efficacy with an acceptable safety
profile [11]. These two classes of OADs possess different
mechanisms that stimulates insulin secretion; DPP4 inhibitors
by inhibiting glucagon secretion and SGLT2i by inhibiting of
glucose reabsorption in proximal convoluted tubules. Apart
from demonstrating efficacy in T2DM patients and safety
in patients, these two agents have also shown favourable
cardiovascular outcomes [14,15]. Due to these beneficial
effects, two fixed-dose combinations (FDCs) containing
DPP4i and SGLT2i have been approved by the FDA (U.S.
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Food and Drug Administration) and the EMA (European
Medicines Agency).

The FDC of SGLT2i Dapagliflozin with DPP4i
Teneligliptin is the first such FDC in the world and this study
presents the results of the Phase III double-blind randomized
clinical trial conducted in T2DM patients. The objective of the
study was to evaluate the efficacy, safety, and tolerability of
FDC of Dapaglifiozin 5 mg + Teneligliptin 20 mg Tablets and
FDC of Dapaglifiozin 10 mg + Teneligliptin 20 mg Tablets
versus monotherapy with Dapagliflozin Tablets 10 mg and
Teneligliptin Tablets 20 mg in T2DM patients inadequately
controlled on stable Metformin monotherapy.

Methods

This was a multicentric, randomized, double-blind
parallel-group, active-controlled, four-arm, comparative
phase III clinical study (CTRI/2021/11/038050). The four
treatment arms included Arm 1 (A1)- FDC of Dapaglifiozin
5 mg + Teneligliptin 20 mg Tablets, Arm 2 (A2)- FDC of
Dapagliflozin 10 mg + Teneligliptin 20 mg Tablets, Arm
3 (A3)- Dapagliflozin Tablets 10 mg and Arm 4 (A4)-
Teneligliptin Tablets 20 mg.

The male and female patients aged between 18 to 65
years (both inclusive) with a confirmed diagnosis of T2DM
receiving a stable dose of Metformin > 1500 mg/day as
monotherapy for at least three months before screening and
having inadequate glycemic control at screening defined as
glycosylated hemoglobin (HbAlc) levels of>7.5%1t0<10.0%
were included in the study. Patients with FPG > 220 mg/dL,
obese patients (BMI > 45.0 kg/m), patients with impaired
renal function with estimated glomerular filtration rate
(eGFR) <60 mL/min, clinically significant impaired hepatic
function (SGOT & SGPT more than 3X the UNL and/or Total
bilirubin more than 2X the UNL) at screening were excluded.
Patients with uncontrolled hypertension with sitting systolic
BP > 160 mmHg and/or diastolic BP > 100 mmHg and any
ECG abnormality on 12-lead ECG at screening that, in the
opinion of the investigator, was clinically significant and was
judged as a potential risk for the patient’s participation in the
study were also excluded from this study.

The subject’s consent, demographic data, and medical
history were taken on the screening visit/baseline visit (visit
1). After providing informed consent, all patients were
screened, and eligible patients were randomized at Visit 2,
assigned to either of the study arms by a computer-generated
randomization process. Each patient was provided with
study medication and a diary to record the drug treatment
compliance and report any specific observations. On the
day of randomization, patients received the investigational
product (IP) as assigned for the treatment groups. All patients
were advised to take one tablet orally in the morning around
the same time daily. Patients were prohibited from taking any

Citation: Dr Vipul Khandelwal, Dr Arindam Naskar, Dr Swapna Borthakur, Dr Rahee Borulkar, Dr Mayur Jadhav, Dr. Sumit Bhushan, Dr Sanjay
Choudhari, Dr Saiprasad Patil, Dr Hanmant Barkate. Efficacy, Safety and Tolerability of Dapagliflozin and Teneligliptin Fixed-dose
Combination in Patients with Type 2 Diabetes Mellitus Inadequately Controlled on Metformin Monotherapy: A Double Blind, Four-arm,
Randomized Phase 3 Clinical Study. Archives of Clinical and Biomedical Research. 9 (2025): 440-447.



Dr Khandelwal V, et al., Arch Clin Biomed Res 2025

Journals DOI:10.26502/acbr.50170488

other OADs as well as insulin. Open-label Metformin was
dispensed in multiples of Metformin 500 mg IR Tablets to all
patients to be consumed thrice daily as advised by the study
investigator.

The total treatment duration was 24 weeks, and patients
were required to visit the centre on predefined follow-up
days. Day 168+2 days (Visit 7) was the end of the study visit.
Please refer to Figure 1 for the study flow chart. Vital Signs
and Physical examination were done at all visits. Body weight
and BMI were recorded at all visits except the randomization
visit. Drug accountability was performed using the patient
diary and used/unused strips or study drug bottles at all visits.

The primary efficacy endpoint for the study was the
mean change in HbAlc from baseline to the end of week
24. The secondary efficacy endpoints were mean change in
FPG, PPG, body weight and proportion of patients achieving
a therapeutic glycemic response, defined as HbAlc < 7%
at the end of week 24. The safety assessment included
hypoglycemic episodes, adverse events, serious adverse
events, and any changes in the clinical laboratory parameters
during the entire study period.

This sample size was assumed to detect a mean difference
of at least 0.5 between the Test and comparator groups in
the mean change of glycosylated hemoglobin (HbA1c) from
baseline to week 24 (at 90% power and 2-sided significance
level of 0.05). Based on published literature, a standard

N=335

Patients Screened

!

N=296 Patients
Randomized
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deviation of + 0.9 was considered to calculate the sample size.
The estimated number of patients in each group was deduced
to be 70. The sample size consisted of 296 T2DM patients,
who were subsequently assigned to 4 groups ina 1:1:1:1 ratio
after the screening procedure during visit 1.

Statistical analysis:

Statistical analysis was performed using SAS 9.4.
Continuous variables were statistically tested using ANOVA
or a 2-sample t-test. Categorical variables were tested using
the Chi-square test. Primary and secondary efficacy endpoints
were analyzed using repeated measures analysis of covariance
(ANCOVA) or a 2-sample t-test. All safety parameters were
analyzed using ANOVA or a 2-sample t-test and descriptive
statistics.

Results

This study was conducted from February 2022 to October
2022 at 13 study sites across India. The total duration of the
study was 08 months and 22 days. A total of 335 patients were
screened, and 296 patients were randomized in the study. 74
patients were randomized in each arm.

All patients were 18 to 65 years of age (both inclusive)
as per protocol. No statistical difference was observed across
the four treatment groups in patient demographics (Table 1).
Demographic characteristics of the enrolled patients were
comparable at baseline. Out of 296 randomized patients, 03

' :

Arm 1 Arm 2
FDC Dapagliflozin EDC Dapagliflozin
5mg + Teneligliptin 1Dmg + Teneligliptin

20 mg tablet N=74

——

20 mg tablet N=74

——

\ \

Arm 3 Arm 4

Dapagliflozin 10 mg Teneligliptin 20 mg

Not Not
Completed Completed
completed completed
N=73 =
N=01 N=73 N=01

tablet N=74 Tablet N=74
I Y I h 4
Not Not
Completed Completed
completed completed
N=74 N=73
N=0 N=01

Figure 1: Flow Diagram of Enrolment and Patient Follow-up Details.
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Table 1: Demographic Characteristics by Treatment Group.
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Characteristics Statistics Arm A1 Arm A2 Arm A3 Arm A4 P-Value
N 74 74 74 74
Age (Year) Mean (SD) 44.91 (10.52) 44.07 (11.05) 46.27 (10.78) 44.38 (10.36) 0.606
(Min, Max) (21.00,64.00) (22.00, 65.00) (19.00, 64.00) (22.00,65.0)
Mean (SD) 8.85 (0.55) 8.86 (0.59) 8.61 (0.62) 8.68 (0.62)
HbA1c (%)
(Min, Max) (7.82, 9.90) (7.76, 10.00) (7.66, 10.00) (7.70, 10.00)
N 74 74 74 74
Mean (SD) 162.03 (7.44) 162.70 (8.11) 162.34 (8.05) 161.47 (8.70) 0.8205
Height (Cm) (135.00,
(Min, Max) (146.00,177.00) (145.00, 181.00) (142.00, 183.00) 180.00)
N 74 74 74 74
Weight (Kg) Mean (SD) 61.23 (8.87) 61.22 (8.44) 60.71 (7.29) 60.43 (8.49) 0.9162
(Min, Max) (44.00, 86.00) (44.00, 79.80) (47.00, 84.00) (44.00, 85.00)
N 74 74 74 74
BMI (Kg/m?) Mean (SD) 23.32 (3.09) 23.15 (2.96) 23.10 (2.83) 23.22 (3.10) 0.918
(Min, Max) (18.43, 31.96) (18.20, 32.34) (18.75, 30.63) (18.26, 32.39)
N 74 74 74 74
Sex Male 41 (55.41%) 37 (50.00%) 48 (64.86%) 40 (54.05%) 0.3123
Female 33 (44.59%) 37 (50.00%) 26 (35.14%) 34 (45.95%)

Note: For age, height, weight, and BMI: P-value was obtained using the ANOVA test between A1, A2, A3, and A4.

For Sex: P-value is calculated using the Chi-square test.

Arm A1 = FDC of Dapagliflozin 5 mg + Teneligliptin 20 mg Tablets
Arm A2 = FDC of Dapagliflozin 10 mg + Teneligliptin 20 mg Tablets
Arm A3 = Dapagliflozin Tablets 10 mg

Arm A4 = Teneligliptin Tablets 20 mg

patients were lost to follow-up from the study. The study
included patients of both genders, with an average age of 44
years.

The mean change in HbAlc from baseline to end of
study at week 24 (Figure 2), between Arm 1 (-1.52%) and
Arm 2 (-1.58%) receiving FDC of Dapagliflozin Smg +
Teneligliptin 20 mg and Dapagliflozin 10 mg + Teneligliptin
20 mg, respectively, was comparable and was not statistically
significant ((p-value 0.6063 95% CI (-0.1690, 0.2894));
however, for the same parameter, the mean change from
baseline to end of study between Arm 1 and Arm 3 (-0.4%)
((p-value 0.0004 95% CI (-0.6432, -0.1832)), as well as Arm
1 and Arm 4 (-0.6%) ((p-value < 0.0001 95% CI (-0.8421,
-0.3829)), was statistically significant. A similar trend was
observed in population between Arm 2 and Arm 3 ((<0.0001
95%CI (-0.7035, -0.2434)) as well as Arm 2 and Arm 4
((p-value < 0.0001 95% CI (-0.9023, -0.4431)).

There was a significant reduction in FPG in all the

treatment groups when compared between the baseline and
end of study (Figure 3a). The comparison between Arm 1
(-40.28 mg/dL and Arm 2 (-45.58 mg/dL) showed statistical
significance for FPG ((p-value 0.0082 95% CI (1.3722,
9.2302)); significance was also observed between Arm 1 and
Arm 3 (-25.8 mg/dL) ((p-value < 0.0001 95% CI (-18.4087,
-10.5661)) and Arm 1 and Arm 4 (-23.4 mg/dL) ((p-value
< 0.0001 95% CI (-20.7817, -12.9472)). Similar statistical
significance was also observed between Arm 2 and Arm 3
((p-value < 0.0001 95% CI (-23.7360, -15.8411)) and Arm 2
and Arm 4 ((p-value <0.0001 95% CI (-26.0978, -18.2334)).

All the treatment groups were effective in reducing the
HbA 1c level from baseline, and the reduction was statistically
significant (P <0.0001) (Figure 2).

A similar trend was observed for PPG reduction from
baseline to the end of the study across all the treatment groups
(Figure 3b). In the Arm 1 (-68.2 mg/dL) and Arm 2 (-77.8 mg/
dL) there was a statistically significant difference (difference
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Figure 2: Mean change in HbAlc from baseline to end of study (week 24) in mITT groups.

((p-value 0 0.0053 95% CI (2.8586, 16.3586)); significance
was also observed between Arm 1 and Arm 3 (-55.09 mg/dL)
((p-value 0.0001 95% CI (-19.9115, -6.4127)) and Arm 1 and
Arm 4 (-51.3 mg/dL) ((p-value < 0.0001 95% CI (-23.6826,
-10.1683)). Similar statistical significance was also observed
between Arm 2 and Arm 3 ((p-value < 0.0001 95% CI
(-29.5207, -16.0207)) and Arm 2 and Arm 4 ((p-value <
0.0001 95% CI (-33.2875, -19.7806)).

Thirty-nine (52.70%) patients from Arm 1, 42 (58.11%)
patients from Arm 2, 25 (33.78%) patients from Arm 3, and
21 (28.38%) patients from Arm 4 achieved a therapeutic
glycemic response defined as HbAlc < 7% at the end of the
study visit (week 24). A higher proportion of patients in the
FDC groups achieved therapeutic glycemic response control
compared to the monotherapy (p-value 0.0003). The mean
body weight reduction at week 24 from baseline was -1.49

Kgin Arm 1, -1.91 Kg in Arm 2, and -2.16 Kg in Arm 3,
however, in group 4, who received 20 mg of Teneligliptin,
the mean body weight was raised by 0.23 Kg. When
compared amongst the groups the weight reduction in Arm
2 was significantly more than Arm 1 (P= 0.007) and Arm 4
(P < <0.0001), whereas there was no significant difference
between Arm 2 and Arm 3. The weight reduction in Arm 3
was significantly more than Arm 1 and Arm 4 (P <0.0001).

The adverse events observed were headache, diarrhoea,
dyspepsia, abdominal pain, nausea, asthenia, pyrexia,
nasopharyngitis, genital fungal infection, urinary tract
infection, hyperglycaemia, arthralgia, back pain, and
dizziness. All AEs were mild and were completely resolved.
No serious adverse events (SAE) were reported during the
study. All the adverse events were followed up until they
were completely resolved (Table 2).

Table 2: Adverse Events in the study population.

Arm A1 (N=74)
03 (4.05%)
04 (5.41%)
06 (8.11%)

Arm A2 (N=74)
04 (5.41%)
04 (5.41%)
07 (9.46%)

Arm A3 (N=74) | Arm A4 (N=74)
02 (2.70%)
02 (2.70%)

03 (4.05%)

Nervous system disorders 02 (2.70%)

Gastrointestinal disorders 03 (4.05%)

Infections and infestations 06 (8.11%)

Musculoskeletal and connective tissue disorders 02 (2.70%) 03 (4.05%) 00 (00.00%) 01 (1.35%)

Metabolism and nutrition disorders 03 (4.05%) 03 (4.05%) 02 (2.70%) 01 (1.35%)

General disorders and administration site conditions 01 (1.35%) 01 (1.35%) 00 (00.00%) 00 (00.00%)

Total 19 (25.68%) 22 (29.73%) 13 (17.57%) 09 (12.16%)
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Figure 3: a: Mean change in FPG (mg/dL) b: Mean change in 2 hour PPG (mg/dL).

Nineteen (25.68%) adverse events were reported in the
Dapagliflozin Smg + Teneligliptin 20mg group, 22 (29.73%)
in the Dapagliflozin 10mg + Teneligliptin 20mg group, 13
(17.57%) in the Dapagliflozin 10mg group, and 9 (12.16%)
in the Teneligliptin group. The occurrence of genital tract
infection was ~5% in the Dapaglifiozin 10mg group and 2.7%
in both the FDC groups. 1.35% patients in all the group each
reported for urinary tract infection except for Teneligliptin
20 mg group. The overall incidence of hypoglycaemia was
more with the FDC groups (2.7%) as compared to individual
groups (1.35%).

Discussion

The adoption of fixed-dose combinations of antidiabetic
agents is on the rise, and recognized as an effective means
to address multiple pathophysiological issues in T2DM with
improved medication adherence [16]. The dual combination
therapy approach, which involves the use of SGLT2 inhibitors
alongside DPP4 inhibitors, has demonstrated its efficacy in

improving glycemic parameters and achieving target values,
with additional benefits including weight reduction.

In this prospective study, we aimed to assess the efficacy
and safety of the FDC of Dapaglifiozin and Teneligliptin
in T2DM Indian patients. The study demonstrated that this
FDC improves glycemic parameters and reduces weight in
T2DM patients. The outcomes are advantageous, particularly
for patients who have persistent uncontrolled parameters
despite being on monotherapy with recommended first-
line metformin treatment. There is compelling evidence
supporting the clinical effectiveness and safety of combining
SGLT2 inhibitors with DPP4 inhibitors. A meta-analysis that
included 2,082 patients with inadequately controlled type
2 diabetes has reported that those on the FDC of SGLT2i
and DPP4i regimen achieved greater reductions in HbAlc,
fasting plasma glucose, 2-hour postprandial plasma glucose,
and body weight compared to those on DPP4i alone or a
placebo. The findings indicate that this combination not only
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enhances glycemic control but also promotes weight loss
while maintaining a low risk of hypoglycaemia and urinary
tract infections [17].

In the current study, the FDC of Dapaglifiozin and
Teneligliptin demonstrated a significant decline in HbAlc
levels from baseline, with a substantial number of patients
reaching the glycaemic control with an HbA 1 ¢ target of under
7%. In a study by Jabbour et al, the effects of dapagliflozin
10 mg were compared to a placebo in individuals diagnosed
with T2DM who were already receiving sitagliptin, with
or without metformin therapy. The results demonstrated
a significant reduction in HbAlc levels, with dapagliflozin
leading to a decrease of A -0.4% (p<0.0001) when combined
with sitagliptin and metformin, and A -0.6% (p<0.0001) when
used with sitagliptin alone, relative to the placebo group at 24
weeks. Furthermore, the addition of dapagliflozin resulted in
10% of patients achieving the HbAlc target goal of < 7%
[18]. In studies evaluating combinations of Empaglifiozin
(10mg) with Linagliptin (5mg) and Dapagliflozin (10mg) with
Saxagliptin (5mg), 43.4% and 29.8% patients demonstrated
optimal glycemic response (HbA1C < 7%) at the 52nd week,
respectively [19,20]. Comparing the results of our study with
the reported results, our combination outperforms the above-
mentioned ones, as a greater proportion of patients from our
study demonstrated a desirable glycemic response by the
end of 24 weeks. Similarly, a significant reduction in fasting
and post-prandial blood glucose levels was observed in our
study by the end of 24 weeks.SGLT?2 inhibitors have been
associated with weight loss attributed to urinary glucose loss,
alteration of the insulin-to-glucagon ratio, increased lipolysis,
activation of the AMPK enzyme, inhibition of mTORCI,
improvement of mitochondrial function, inhibition of leptin,
and increased expression of adiponectin, as well as activation
of FGF-21 expression [21]. The findings of this study indicate
a significant decrease in body weight of 2 kgs among patients
on FDC therapy. In contrast, patients receiving Teneligliptin
monotherapy showed a slight increase in body weight. These
results are consistent with the real DAPSI study, where 93%
of patients on Sitagliptin and Dapagliflozin FDC for 7 months
experienced significant weight loss of 4 kg [22].

Urinary tract infections (UTIs), Genital tract infections
(GTIs), and nasopharyngitis are among the most commonly
reported adverse events associated with the use of SGLT2
and DPP4 inhibitors [23]. In a study, evaluating FDC of
a SGLT2 inhibitor (Ertuglifiozin) and DPP4 inhibitor
(Sitagliptin), approximately 3-8% of patients experienced
UTI, while 1-7% of patients experienced GTI symptoms [17].
In our study, 1.35% patients experienced UTI, whereas 2.7%
patients reported GTI in both FDC groups. In the evaluation
of hypoglycaemic episodes, a significant difference was
observed where 2.7% of individuals receiving the fixed-dose
combination (FDC) of Dapagliflozin (5 or 10 mg) alongside
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Teneligliptin (20 mg) reported experiencing hypoglycaemia.
This rate was notably more than the 1.35% incidence found
in the monotherapy groups. The systematic review and meta-
analysis by Min et.al included 2082 patients, indicating a
potentially diminished risk of genital tract infections, along
with a modest decrease in the occurrence of urinary tract
infections, when employing a simultaneous combination
of SGLT-2 inhibitors and DPP-4 inhibitors, rather than a
sequential approach [17].

With a plethora of data at our disposal regarding the
FDCs of SGLT2I and DPP4I, it is clear that this combination
can be considered for early initiation in T2DM patients
as well as for those who have encountered failures to
achieve glycemic control with monotherapy or have shown
intolerance to metformin combinations and require dual
therapy. The evidence suggests a low rate of adverse events,
indicating that this combination is likely to remain in the
therapeutic landscape. Overall, the FDC of Dapagliflozin and
Teneligliptin demonstrated efficacy and safety, suggesting a
promising choice for patients with uncontrolled T2DM.

Conclusion

The FDC Dapaglifiozin and Teneligliptin has
demonstrated effective glycemic control, weight loss and
tolerability, thereby establishing this fixed-dose combination
as an alternative for T2DM patients uncontrolled on
metformin monotherapy.
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