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Abstract

Purpose : To evaluate the effect of early combination therapy of vildagliptin and
metformin versus sequential intensification of metformin monotherapy on pancreatic
beta-cell function (predefined in protocol) in patients with newly diagnosed type 2
diabetes in the VERIFY study, which demonstrated the long-term glycemic durability
of an early combination therapy.

Methods : Patients were randomized to early combination therapy or monotherapy.
Pancreatic beta-cell function was assessed in terms of fasting HOMA-B and the area
under the curve of the postprandial insulin secretion rate/glycemia ratio (ISR/
G-AUC) from baseline to cofirmed initial treatment failure.

Results : The mean change +standard error of HOMA-B from baseline to initial
treatment failure was 17.21 £9.04 in the early combination therapy group (n=747)
and —2.02+9.02 in the monotherapy group (n=676) : the difference between the
two groups was 19.23 [95% confidence interval (CI) : 842-30.03 : P<0.001). The mean
change = standard error of ISR/G-AUC was —0.98=1.10 in the early combination
therapy group (n=228) and —3.67=1.08 in the monotherapy group (n=227) ; the
difference between the two groups was 2.69 (95% CI : 1.08-4.30 : P=0.001).

Conclusion : Early combination therapy was more effective than monotherapy in
terms of improving and maintaining pancreatic beta-cell function, consistent with the

overall improvements in glycemic outcomes and durable HbAlc responses.
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