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The primary objective of this study is to evaluate the efficacy and safety of SAI compared to that of a placebo with Type 2 diabetic subjects using two randomized double-blind, placebo controlled multicenter studies.

SAI is a dietary supplement formulated with bioactive peptides from soy and whey specifically developed to lower HbA1c levels of Type 2 diabetic patients.  These bioactive peptides are fortified with synergistic minerals, antioxidants, vitamins, cinnamon extracts, insulinotropic amino acids/peptides, soluble and insoluble fiber and then formulated with milk protein and organic soy milk.

Subjects were screened using the study design protocol approved by IRB. The Type 2 diabetic subjects were treated for 12 weeks with two doses of either SAI or placebo which were taken every day with morning breakfast and evening meals.

The analysis of covariance (ANCOVA) model on the change from baseline values of HbA1c , fasting blood glucose levels, body weight, BMI, lipid panel, blood pressure and kidney function tests with baseline value and age as covariates was used for assessing statistically significant difference between SAI and placebo.  Statistically significant reduction in HbA1c (-1.62) and fasting blood glucose levels (-38.9) were observed in the patients treated with SAI dietary supplement compared to placebo.  Also, reduction is seen in body weight, BMI, micro albumin, triglycerides and increase in HDL in patients treated with SAI. 
TABLE-1 ANALYSIS OF CHANGE FROM BASELINE OF HbA1c WITH 95% CONFIDENCE INTERVAL
	 
	Estimate of Placebo Mean (N-30)
	Estimate of Treatment (SAI)
Mean (N-29)
	         Placebo vs Treated (SAI)
Differ-
ence                   SE                 pValue
	95% Confidence Interval
 Lower             Upper

	HbA1c
	-0.733
	-1.621
	-0.89
	  0.37
	0.020
	-1.632
	-0.144

	Fasting Blood Sugar
	-5.389
	-38.956
	-33.57
	 15.81
	0.039
	-65.381
	-1.753


# P-VALUES BASED ON THE T TESTS GIVEN BY ANCOVA MODEL ANALYSIS.

