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Substance: exenatide 

 

Brand Name: Bydureon 

 

Originator/licensee: 

AstraZeneca AB 

  

Classification: NI 

 

ATC code: A10BJ01 

 

Orphan Status: 

Eu: No 

Us: No 

 

Mechanism of action: 

Exenatide is a GLP-1 

receptor agonist that 

has been shown to 

bind and activate the 

human GLP-1 receptor 

in vitro. This leads to an 

increase in both 

glucose-dependent 

synthesis of insulin and 

in vivo secretion of 

insulin from pancreatic 

beta cells, by 

mechanisms involving 

cyclic AMP and/or 

other intracellular 

signaling pathways. 

Exenatide promotes 

insulin release from 

pancreatic beta cells in 

the presence of 

elevated glucose 

concentrations. 

[1]. 

Authorized Indication: 

EMA: exenatide is indicated in adults, 

adolescents and children aged 10 years and 

above with type 2 diabetes mellitus to improve 

glycaemic control in combination with other 

glucose lowering medicinal products including 

basal insulin, when the therapy in use, 

together with diet and exercise, does not 

provide adequate glycaemic control [2]. 

 

FDA: exenatide is a GLP-1 receptor agonist 

indicated as an adjunct to diet and exercise to 

improve glycemic control in adults and 

pediatric pts aged 10 years and older with type 

2 diabetes mellitus [3]. 

 

Route of administration: SC 

 

Licensing status 

EU CHMP P.O. date: 22/04/2022 

FDA M.A. date: 22/07/2021 

 

EU Speed Approval Pathway: No 

FDA Speed Approval Pathway: No 

------------------------------------ 

ABBREVIATIONS: 

AEs: Adverse Events 

CHMP: Committee for Medicinal 

Products for Human Use 

CI: Confidence interval 

GI: gastrointestinal 

GLP-1: glucagon-like peptide-1 

HbA1c: glycated hemoglobin 

IBS: irritable bowel syndrome 

M.A.: Marketing Authorization 

P.O.: Positive Opinion 

Pts: patients 

SAEs: Serious Adverse Events 

SC: Subcutaneous 

Vs: versus 

Summary of clinical EFFICACY: 

BCB114  study (NCT01554618): 24-week randomized, double-blind, placebo-controlled, 

parallel-group study in pts aged 10 to 17 years with type 2 diabetes and obesity. Most pts 

were treated at baseline with a stable dose of oral antidiabetic agents and/or insulin, and 

were to participate in a lifestyle intervention program encompassing diet and physical 

activity modifications. Pts (n=82) were randomized 5:2 to receive either exenatide (n=59) 

2 mg as a SC injection  once weekly or matching placebo (n=24). The primary endpoint of 

the study was the change in HbA1c from baseline to week 24. Once-weekly exenatide 

reduced HbA1c vs. placebo; the point estimate difference in the HbA1c (%) reduction 

between exenatide and placebo was -0.71 (95% CI -1.42, 0) [3]. 

 

Summary of clinical SAFETY: 

The most frequent AEs were related to GI events, hypoglycemia, and injection site 

reactions. Nausea, vomiting, diarrhea, and abdominal pain were reported in a higher 

proportion of pts in the exenatide group vs. placebo group. One patient (1.7%) on 

exenatide reported an event of severe hypoglycemia (requiring assistance) vs. 0 on 

placebo. Six pts (21.4%) who experienced an event of hypoglycemia were treated at 

baseline with insulin compared to two (6.5%) pts who were not treated with insulin at 

baseline. The incidence of treatment-emergent SAEs was low; two pts (3.4%) on 

exenatide experienced a SAE (one with major depression and the other with abscess limb) 

vs. one patient (4.3%) on placebo with IBS. No deaths were reported [3]. 

 

Ongoing studies: 

• For the same indication: Yes. 

• For other indications: Yes. 

 

Discontinued studies (for the same indication): No 
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Cost of therapy: 

The cost for one-month therapy with 

bydureon (four pre-filled pens with 2 mg 

exenatide each) is  89.97€* [4]. 

*Ex-factory price 

 

Epidemiology: 

The prevalence of type 2 diabetes is 

steadily increasing due to the rise in 

obesity and sedentary lifestyle. In Italy, 

the prevalence of the disease is around 

3-4%. It is estimated that out of every 10 

children diagnosed with diabetes, two 

have type 2 diabetes [5]. 

 

POSSIBLE PLACE IN THERAPY 

Metformin in combination with diet and 

exercise is first-line therapy in children 

10 years and older with type 2 diabetes.  

Insulin is recommended in cases where 

the diagnosis between type 1 and type 2 

diabetes is unclear; when the young 

patient has very high blood glucose 

values or when the patient has 

ketoacidosis [6]. 

 

OTHER INDICATIONS IN DEVELOPMENT: 

Obesity (phase II, combination therapy) 

[7]. 

 

SAME INDICATION IN EARLIER LINE(S) 

OF TREATMENT: No [7]. 

 

OTHER DRUGS IN DEVELOPMENT for the 

SAME INDICATION: Yes (ORMD-0801, 

MK-8655, DS-8500a)  [8]. 

*Service reorganization Y/N: No 

*Possible off label use Y/N: Yes 

 


