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Patients assessed for eligibility (n = 283)
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We calculated the sample size for the primary analysis on the basis of differences
seen in a pilot study of 10 patients with newly diagnosed type 2 diabetes who
received either the MED diet or the low-fat diet for 3 months. In this pilot study,
HbA, . levels differed by 0.3%, with similar SDs that averaged 0.7. Assuming an a
level of 0.05 and 80% power, the required number of patients for each group to
observe a HbA1c difference of 0.25% is 87. To allow for a 25% drop-out rate, we
randomly assigned 215 patients.
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 Participants in both groups experienced decreases in fasting plasma
glucose and HbA1c levels, but the reductions were statistically significantly
greater in the MED diet group than in the low-fat diet group in all 4 trial
years (Table 2).
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Two Sample t-test
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