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Introduction

Type 2 diabetes mellitus (T2DM) is a chronic condition characterized by impaired insulin
secretion and/or insulin resistance, leading to elevated blood sugar levels. Effective glycemic
control is crucial to prevent long-term complications associated with T2DM. Glucagon-like
peptide-1 (GLP-1) receptor agonists represent a well-established therapeutic class for T2DM
management. Semaglutide, a long-acting GLP-1 receptor agonist, has demonstrated promising
results in improving glycemic control. This report outlines a proposed clinical trial to investigate
the efficacy and safety of semaglutide compared to placebo in adults with T2DM in Canada.

Background

T2DM affects millions of Canadians, significantly impacting their health and well-being.
Maintaining optimal blood sugar control is essential to prevent complications like neuropathy,
retinopathy, and nephropathy. While lifestyle modifications and oral medications form the
cornerstone of T2DM management, many patients struggle to achieve and maintain target
HbA1c levels. GLP-1 receptor agonists like semaglutide mimic the actions of GLP-1, a natural
gut hormone promoting insulin secretion, suppressing glucagon release, and delaying gastric
emptying, ultimately leading to improved blood sugar control. Semaglutide's extended half-life
allows for less frequent dosing compared to other GLP-1 medications.

Study Objectives

● Primary Objective: To evaluate the effect of semaglutide on glycemic control (HbA1c
levels) compared to placebo in adults with T2DM on a background of standard T2DM
medications.

● Secondary Objectives:
○ To assess the impact of semaglutide on fasting blood sugar and postprandial

glucose levels.
○ To evaluate changes in body weight and waist circumference.
○ To assess the safety and tolerability of semaglutide in this population.

Study Design

This will be a multicenter, randomized, double-blind, placebo-controlled clinical trial conducted
at multiple sites across Canada.



● Participants:
○ Adults aged 18-75 years old.
○ Diagnosed with T2DM (meeting standard diagnostic criteria).
○ Suboptimally controlled glycemia despite treatment with standard T2DM

medications (defined HbA1c level).
○ Willing to continue their current T2DM medications throughout the study.
○ Meet all inclusion/exclusion criteria as outlined in the detailed protocol.

● Randomization: Participants will be randomly assigned (1:1 ratio) to receive either:
○ Semaglutide (investigational product) at a pre-defined dose.
○ Placebo.

● Blinding: Both participants and investigators will be blinded to treatment allocation until
the study's end.

● Treatment Duration: The study will follow participants for a treatment period of [specify
duration, e.g., 52 weeks].

● Assessments: Participants will undergo regular assessments throughout the study,
including:

○ Blood tests for HbA1c, fasting blood sugar, postprandial glucose, and other
metabolic markers.

○ Weight and waist circumference measurements.
○ Monitoring of adverse events and tolerability.

Expected Outcomes

This trial aims to determine whether semaglutide is an effective and safe option for improving
glycemic control in adults with T2DM on standard T2DM medications. The primary outcome will
be the difference in HbA1c levels between the semaglutide and placebo groups.

Secondary outcomes will assess the impact of semaglutide on fasting blood sugar,
postprandial glucose levels, body weight, and waist circumference. Additionally, the study will
evaluate the safety profile of semaglutide in this population.

Dissemination Plan

The study findings will be disseminated through various channels, including:

● Peer-reviewed publications in scientific journals focused on diabetes management.
● Presentations at national and international diabetes conferences.
● Sharing results with relevant stakeholders, including healthcare professionals and

patient advocacy groups for T2DM.

Conclusion

This proposed clinical trial holds promise for evaluating the efficacy and safety of semaglutide
as an additional treatment strategy for glycemic control in adults with T2DM in Canada. The
study findings could inform clinical practice guidelines and contribute to improved management
options for Canadians living with T2DM.


