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Background/Hypothesis: A sharp increase in type 2 diabetes mellitus (T2DM) prevalence has been observed in South-East Asia region and is expected to further rise. Early therapeutic intervention is clinically important considering the multifactorial impact of diabetes on cardiovascular risk. Real-life evidence assessing value of initial DPP-4 inhibitor combination therapy in drug naïve patients is limited.

Methods: The INITIAL study is a 24-week non-interventional, prospective study in adult drug naïve T2DM patients prescribed vildagliptin/metformin initial combination therapy within 4 weeks of study entry according to local label, with documented HbA1c >7.5% (>8% in India). Primary end-point is change in HbA1c from baseline to study end. Patient baseline characteristics are presented here. 

Results: A total of 522 patients across Asia (India, n=197; Bangladesh, n=154; Philippines, n=127; South Korea, n=44) were analyzed. Overall, study population was relatively young (mean age: 49.6±11.35 years; >65 years: 9.6%), with 55.6% men, mean diabetes duration of 0.9±2.49 years and diabetes family history in ~28%. Mean baseline HbA1c was high (9.3±1.58%, range: 7.5-15.7%; HbA1c>10%: 25.1%). Mean body weight was 70±12.5 kg, with 17.6% obese (≥30 kg/m2) (mean BMI: 26.8±4.5 kg/m2); ~30% patients reported either medical history of hypertension or dyslipidemia. Approximately 71% patients received twice-daily dose of vildagliptin/metformin and ~26% once-daily.

Conclusion: Patients enrolled in the INITIAL study are relatively young, present with high baseline HbA1c (possibly due to delayed diagnosis) and often associated with multiple cardiovascular risk factors at diagnosis/therapy initiation. The study would provide valuable evidence to guide clinical treatment decisions in this real-life setting.
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