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Summary:The purpose of this 58 week trial is to evaluate the efficacy, safety, and tolerability
of once-daily oral administration of elecoglipron, a small molecule, compared with oral
semaglutide, a peptide molecule, in adults with type 2 diabetes mellitus (T2DM) with
increased cardiovascular risk that is inadequately managed with a stable dose of up to 2 oral
T2DM medications.
Hypothesis: Elecoglipron, a novel small-molecule oral GLP-1 RA, is anticipated to provide
efficacy and safety comparable to other GLP-1 RAs but with the added convenience of oral
administration and no fasting requirements, thus potentially improving access and
adherence to therapy.The established pharmacology of GLP-1 RAs, including semaglutide,
along with data from elecoglipron early clinical studies, supports the expectation that
elecoglipron will provide benefits in both glycemic control and weight loss. Participants may
also experience improved metabolic control such as reductions in lipids and BP.
Eligible Participants include

e =18 yrs of age

e T2DM ( treatment naive or up to 2 oral hypoglycemic agents

o Al1c7% to<10.5%

e Atleast1 CV risk or 2 CV risk factors

e BMI =23 kg/m2
Odds of receiving active drug: 1:1 - 65 mg elecoglipron: 9 mg semaglutide

Elecoglipron 65 mg (n = 600

e Semaglutide 9 mg [n = 600}
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