
Supplementary File 3: Subgroup analysis of effect of adherence on primary outcome 

 

Of 167 participants (83 treatments and 84 shams) included in the primary analysis, 143 

(68 treatments, 75 shams) completed and returned the sleep diary. A subgroup analysis 

was performed to determine the effect of adherence to using the assigned device on the 

primary outcome (birthweight, GROW centile). This subgroup analysis was not specified 

in the approved research protocol but was requested during the peer-review process.  

 

A multiple linear regression model was specified with the primary outcome as the 

response variable and the adherence rate (in percent) and the intervention (treatment, 

sham) as the predictors. The models for birthweight and GROW centile are given in 

Table S3-1 and Table S3-2, respectively. 

 

Table S3-1 | Multiple linear regression model: effect of adherence on birthweight (n=143) 
Coefficients Estimate Standard Error t-value p value 

Intercept 3214    109 29.5 <2e-16 
Adherence (%) -2.4        1.7 -1.4     0.16 
Intervention* 109     84    1.3     0.20 

Residual standard error: 500 on 140 degrees of freedom 
Multiple R-squared: 0.028 Adjusted R-squared: 0.017 

F-statistic: 1.98 on 2 and 140 DF p-value: 0.14 
*This row displays the effect of being in the treatment group with respect to the sham group. 

 

In Table S3-1, no statistically significant relationship between adherence, intervention, 

and birthweight was found. 

 



Table S3-2 | Linear regression model: effect of adherence on GROW centile (n=143) 
Coefficients Estimate Standard Error t-value P value 

Intercept 44.5     6.6    6.7 4.25e-10 
Adherence (%) -0.10     0.10 -0.99   0.32 
Intervention* 4.1     5.1  0.81 0.42 

Residual standard error: 30.4 on 140 degrees of freedom 
Multiple R-squared: 0.012 Adjusted R-squared: -0.0017 

F-statistic: 0.88 on 2 and 140 DF p-value: 0.42 
*This row displays the effect of being in the treatment group with respect to the sham group. 

 

In Table S3-2, no statistically significant relationship between adherence, intervention, 

and GROW centile was found.  

 

A further subgroup analysis was completed on participants who were deemed as having 

“good adherence”. Good adherence was arbitrarily defined as having an adherence rate 

of 50% or greater. Again, a multiple linear regression model was specified with the 

primary outcome as the response variable and the adherence rate (in percent) and the 

intervention (treatment, sham) as the predictors. The models for birthweight and GROW 

centile are given in Table S3-3 and Table S3-4, respectively. 

 

Table S3-3 | Multiple linear regression model: effect of adherence on birthweight (n=80) 
Coefficients Estimate Standard Error t-value P value 

Intercept 3137 284   11 <2e-16 
Adherence (%) -0.8 3.8 -0.21   0.83 
Intervention* 50 108    0.46 0.65 

Residual standard error: 478 on 77 degrees of freedom 
Multiple R-squared: 0.003 Adjusted R-squared: -0.02 

F-statistic: 0.13 on 2 and 77 DF p-value: 0.88 
*This row displays the effect of being in the treatment group with respect to the sham group. 

 



In Table S3-3, no statistically significant relationship between adherence, intervention, 

and birthweight was found.   

 

Table S3-4 | Linear regression model: effect of adherence on GROW centile (n=80) 
Coefficients Estimate Standard Error t-value P value 

Intercept 39.1 4.3 9.1 6.7e-14 
Adherence (%) 0.46  0.23 2.0  0.046 
Intervention* -1.5 6.5  -0.23 0.82 

Residual standard error: 28.7 on 77 degrees of freedom 
Multiple R-squared: 0.051 Adjusted R-squared: 0.027 

F-statistic: 2.09 on 2 and 77 D p-value: 0.13 
*This row displays the effect of being in the treatment group with respect to the sham group. 

 

In Table S3-4, the adherence estimate indicates that for every 1% increase in 

adherence, the GROW centile will increase by 0.46%, and this can vary by 0.23% 

(standard error), and we can reject the null hypothesis and state that there is a 

relationship between adherence and GROW centile (p=0.046). When adherence was 

controlled for, no statistically significant relationship between the intervention and 

GROW centile was found (p=0.82). 


