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1. EXECUTIVE SUMMARY ‘

1.1 Conclusions and Recommendations

The statistical review provides labeling comments only. The efficacy review for this NDA can be
referenced to the statistical review for Januvia (NDA 21—995). Specifically, the original statistical review
concerned protocol 020, a multinational, double-blind, randomized, parallel group Phase III study to
evaluate the safety and efficacy of MK—043l 100 mg in patients with type 2 diabetes mellitus (T2DM) who
have inadequate glycemic control on metformin therapy.

2. LABELING COMMENTS

1. The second study (protocol 015) should not be included in the clinical studies section. The

study was a cross-over PD assessment of 24—hour plasma glucose values in 28 patients after
4 weeks of treatment. It was not reviewed as a well controlled clinical study.
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