
  

 



  
 

 

Analysis plans. The main hypothesis to be tested is that participants in the intervention group will have 
higher medication adherence and significantly greater improvement in A1c, blood pressure, LDL-cholesterol, 
and measures of quality of life; and fewer barriers to adherence compared to control patients. While medication 
adherence can be considered as a continuous variable, we will follow the literature and treat adherence as a 
binary outcome by classifying participants as non-adherent if measured adherence is <80% and adherent 
otherwise. Therefore, unadjusted testing of the main hypothesis will use two-sided Χ2 tests and statistical 
modeling will use logistic regression. The other primary outcomes (A1c, blood pressure, LDL-cholesterol) and 
the secondary study outcomes of physical and mental functioning, as measured by the SF-12, diabetes 
distress, and barriers to adherence are all continuous or ordinal measures. As such unadjusted hypothesis 
tests for these outcomes will use t-tests or the Wilcoxon-Mann-Whitney test, as appropriate, and statistical 
modeling will use linear regression. Analysis will begin by calculating ICCs for each outcome to assess the 
magnitude of clustering; if the ICCs are found to be significantly non-zero with p<0.05 or with a point estimate 
greater than 0.01, testing of main hypotheses will use unadjusted regression models (logistic or linear, as 
appropriate) with Generalized Estimating Equations (GEE) to account for clustering.  All regression models for 
outcomes with non-negligible ICCs will use GEE to account for clustering due to randomization at the town 
level, and will be repeated using mixed models treating the towns as random effects with results examined for 
consistency. 

The primary analysis will test the hypothesis that medication adherence treated as a binary outcome will be 
greater in the treatment arm than the control arm at follow-up. As above, the primary unadjusted hypothesis 
test will use either a Χ2 test or logistic regression with GEE depending on the magnitude of observed ICCs. 
Statistical significance will be judged by p<0.05 for either the Χ2 test or the coefficient for study group in 
regression models. The intervention group will be compared to the control group; further analyses will use 
logistic regression with GEE to model adjusting for any covariates that were imbalanced between groups at 
baseline, and will then proceed to examine regression models adjusted for the covariates described in Table 6. 

Analysis for A1c, blood pressure and LDL-cholesterol and the secondary outcomes will be very similar to 
the analysis of medication adherence described above. We note that we will also be able to analyze adherence 
as a continuous outcome as a secondary analysis using the following approach. For each of these continuous 
or ordinal measures, we will begin by calculating the change from baseline to 6-month follow-up for each 
participant. These change scores will be the units of analysis and we hypothesize greater change among the 
intervention groups compared to the control group. We will proceed to examine summary statistics, histograms, 
and scatter plots of the measured outcomes for outliers and data trends. We will then test for unadjusted 
differences in changes between the intervention and control groups using t-tests, Mann-Whitney-Wilcoxon 
tests, or regression models with GEE to account for clustering, as appropriate for the variable and ICC. Similar 
to above, we will then proceed with more sophisticated analyses in stages, first adjusting for baseline values of 
outcome variables, then for any factors that were imbalanced at baseline and finally adjusting for the 
covariates described above. 
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