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Introduction. Saroglitazar, a dual PPAR α/γ agonist, is approved as an adjunctive therapy with metformin for Type 2 Diabetes Mellitus (T2DM).  
Aims. To evaluate the efficacy and safety of Saroglitazar compared to placebo in patients with T2DM.
Methods. A randomized, placebo-controlled, open-label trial enrolled 55 T2DM patients, allocated in a 1:1 ratio to receive either Saroglitazar 4 mg (n=28) or placebo (n=27). All participants were concurrently treated with metformin 500 mg twice daily and vildagliptin 50 mg. Data expressed as Mean ± Standard Deviation or percentages.
Results. Baseline characteristics were similar between groups. Saroglitazar demonstrated significant improvements compared to placebo in HbA1c (-1.12 ± 0.78 vs. 0.029 ± 0.79, p=<0.001), Fasting Plasma Glucose (-33.14 ± 38.36 vs. -0.74 ± 52.46, p=0.011), triglycerides (-84.82 ± 63.71 vs. 1.44 ± 41.0, p=<0.001), LDL cholesterol (-39.25 ± 27.06 vs. 2.7 ± 39.14, p=<0.001), HDL cholesterol (17.25 ± 8.91 vs. -0.659 ± 7.82, p=<0.001), HOMA-IR (-1.2 ± 1.72 vs. -0.26 ± 1.65, p=0.044), and HOMA-beta cell function (17.71 ± 28.83 vs. -11.13 ± 35.38, p=0.002). Additionally, Saroglitazar significantly improved Diabetes Quality of Life scores (-4.82 ± 5.22 vs. -0.96 ± 2.1, p=0.001) and reduced the percentage of patients with metabolic syndrome (-57% vs. 14.8%, p=<0.001).  
Discussion. Saroglitazar exhibited statistically significant improvements in HbA1c, lipid profile, HOMA indices, and metabolic syndrome parameters (based on original, revised, and modified NCEP ATP III criteria). The adverse event profile was comparable between groups. These findings align with prior studies by Jain et al. (2019) and Pai et al. (2014). Thus, Saroglitazar is recommended as an effective adjunctive therapy with metformin for T2DM management.
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