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A feasibility study for an educational intervention to improve equity and respect in recruitment 
conversations with families who are eligible for a neonatal clinical trial. A pre-post study design will be 
used. Approximately 200 parents of eligible infants will be approached for consent, half using the 
current recruiting protocol ("pre") and half using the novel intervention ("post"). Conversations will be 
administered by 6 members, some of whom will administer more conversations than other members. 

A subsample of these conversations will be recorded (n_record). This will be split equally between "pre" 
and "post" periods. Each recorded recruitment conversation will then be assessed by 3 experts (2 
independent, and the member who administered the educational content). They will fill out a 
questionnaire (approximately 15 questions) answered with a Likert score. These questions fit into logical 
groupings to assess different aspects of equity and respect during the recruitment conversation.   

The number of observations will be the number of conversations recorded multiplied by 3 (n_record*3). 
There are several sources of correlation between these observations (recruitment conversation, 
member administering the recruitment conversation, expert making the assessment) and so GEE will be 
used to estimate the intervention effect on each question and test the null hypothesis of no effect.  

 
 

  



Analysis Plan  
 

Descriptive statistics will be used to summarize eligible parents who engaged in conversations.  

Frequencies and percentages will be reported as appropriate for categorical variables.  Means, medians, 

and standard errors will be calculated for continuous variables. Outcomes ( 5- point Likert scale) will be 

summarized in each intervention arm at the question level, as a total across all questions, and totals 

within each pre-defined question subgroup. 

 

At the question level, ordinal logistic regression will be used to assess the effect of the intervention on 

the distribution of scores. Models will be fit using generalized estimating equations (GEE) to account for 

correlation among results assessed on the same conversation. Results will be reported as intervention 

odds ratios and 95% confidence intervals. To test the overall effect of the intervention on the score (and 

in each subgroup of questions) we take the total of the question scores to be continuous and use GEE to 

fit standard linear regression to test the mean effect of intervention.  

Models above assume each conversation administer has the same mean outcome and that experts 

evaluate themselves the same as others. These two assumptions will be evaluated and GEE models 

adjusted as needed. Further, since we plan to run many statistical tests (15 questions individually, score 

totals, subgroups), the p-value threshold to determine significance will be adjusted using Holm’s method 

to control the family-wise type I error rate.  
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Power calculations  

To assess statistical power, we pair simulation with calculations based on cluster randomized trial 
designs with a continuous outcome. These equations assume a mixed effects model consistent with the 
GEE methods used above and depend on the assumed effect size, outcome standard deviation, and 
intra-cluster correlation. To achieve 80% power at a 0.05 level when the true mean difference is 5 and 
standard deviation of 5, 8 videos (with 3 observations) need to be recorded per trial arm (8*3*2 = 48 
total observations) if the intra-recording correlation is low (rho = 0.1) while 15 recordings are needed 
per trial arm (15*3*2 = 90 total observations) if intra-recording correlation is high (rho = 0.8).  

 Input parameters were selected based on simulated ordinal 5-level data (with a uniform distribution 
across levels) generated 15 times (one for each question) to get totals across many realizations. This 
leads to an approximate distribution of total scores with mean 45 and standard deviation 5. 
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