
Supplementary File 5: Analyses of participant feedback on the PrenaBelt/sham-

PrenaBelt 

 

The approved Research Protocol specifically described that feedback on the device 

would be sought from the participants in the PrenaBelt group only. However, on 

02MAR2016, it was discovered that the PrenaBelt User Feedback Questionnaire 

(PUFQ) had been inadvertently administered to n=26 participants in the sham-

PrenaBelt group by the study personnel during the date range of 11NOV2015 through 

02MAR2016, inclusive. When this protocol deviation was discovered by the 

investigators, the study team was informed to stop administering the PUFQ to the 

sham-PrenaBelt participants and only administer it to the PrenaBelt participants per the 

approved Research Protocol. 

 

Ninety-two participants (66 treatments, 26 shams) gave feedback on the PrenaBelt 

(Table S5-1). The only statistically significant differences in user feedback between 

groups were that participants in the treatment group:  

• when asked how they thought the PrenaBelt affected their sleep position, were 

more likely to state that over time, they learned not to sleep on their backs (OR 

4.9; 95%CI: 1.3 to 28; p 0.01) 

• when asked if they noticed anything different about their sleep when using the 

PrenaBelt, were more likely to state that during the day, they felt more alert (OR 

∞; 95%CI: 1.1 to ∞; p 0.03). 

 



 

Table S5-1 | Secondary outcomes: participant feedback on the PrenaBelt/sham-PrenaBelt 
 Treatment  

(n=66) 
Sham  
(n=26) 

Odds Ratio 
(95%CI)  

p-value 

When you were introduced to and instructed how to use the PrenaBelt by the medical 
staff, how difficult was it to understand the PrenaBelt? 
Easy – I did not have to ask any 
questions 62 (94%) 25 (96%) 0.6 (0 to 6.7) 1 

Medium – I had some questions 1 (2%) 1 (4%) 0.4 (0 to 31.4) 0.48 
Difficult – I had many questions and 
could not understand it 0 0 0 (0 to ∞) 1 

No response 3 (5%) 0 ∞ (0.2 to ∞) 0.56 
When you were introduced to and instructed how to use the PrenaBelt by the medical staff, 
how difficult was it to learn to use the PrenaBelt? 
Easy – I did not have to ask any 
questions 62 (94%) 25 (96%) 0.6 (0 to 6.7) 1 

Medium – I had some questions 1 (2%) 1 (4%) 0.4 (0 to 31.4) 0.48 
Difficult – I had many questions and 
could not put it on correctly 0 0 0 (0 to ∞) 1 

No response 3 (5%) 0 ∞ (0.2 to ∞) 0.56 
Did you use the PrenaBelt regularly (almost every night)? 
Regularly throughout my entire third 
trimester 16 (24%) 6 (23%) 1.1 (0.3 to 3.8) 1 

More regularly at the beginning and 
less at the end 36 (55%) 17 (65%) 0.6 (0.2 to 1.8) 0.48 

Less regularly at the beginning and 
more at the end. 3 (5%) 2 (8%) 0.6 (0.1 to 7.3) 0.62 

Not regular at any time 7 (11%) 1 (4%) 2.9 (0.3 to 139) 0.43 
Other 0 (0%) 0 (0%) 0 (0 to ∞) 1 
No response 4 (6%) 0 (0%) ∞ (0.3 to ∞) 0.57 
When you were using the PrenaBelt, did you use it: 
Every Night of the week 13 (20%) 10 (38%) 0.4 (0.1 to 1.2) 0.11 
At least 5 Nights/week 30 (45%) 9 (35%) 1.6 (0.6 to 4.6) 0.49 
At least 3 Nights/week 14 (21%) 5 (19%) 1.1 (0.3 to 4.5) 1 
At least 1 Night/week 5 (8%) 0 (0%) ∞ (0.4 to ∞) 0.32 
Did not use at all 0 (0%) 0 (0%) 0 (0 to ∞) 1 
No response 4 (6%) 2 (8%) 0.8 (0.1 to 9.1) 1 
Did anyone tell you to stop using the PrenaBelt or that you should not be using the 
PrenaBelt? 
Yes 4 (6%) 0 (0%) ∞ (0.3 to ∞) 0.57 No 62 (94%) 26 (100%) 
Did you or anyone else use the PrenaBelt for anything else during daily activities 
(besides sleep)? 
Yes 0 (0%) 1 (4%) 0 (0 to 15) 0.28 No 65 (99%) 25 (96%) 
How do you think the PrenaBelt affected your sleep position? Check all that apply: 
Didn’t notice any difference 6 (9%) 1 (4%) 2.5 (0.3 to 119) 0.67 
Changed position more often 17 (26%) 6 (23%) 1.1 (0.3 to 3.9) 1 



 Treatment  
(n=66) 

Sham  
(n=26) 

Odds Ratio 
(95%CI)  

p-value 

Spent more time sleeping on left side 33 (50%) 13 (50%) 1 (0.4 to 2.7) 1 
Woke up on back, rolled onto left side 24 (36%) 4 (15%) 3.1 (0.9 to 14) 0.08 
Over time, learned not to sleep on 
back 26 (39%) 3 (12%) 4.9 (1.3 to 28) 0.01 

In mornings, always woke up on left 
side 18 (27%) 2 (8%) 4.4 (0.9 to 43) 0.05 

Other 5 (8%) 1 (4%) 2.0 (0.2 to 101) 0.67 
In general, did you notice anything else that was different about your sleep when using 
the PrenaBelt? Check all that apply: 
Sleep quality improved 36 (55%) 8 (31%) 2.7 (0.9 to 8.2) 0.06 
Sleep quality worsened 2 (3%) 1 (4%) 0.8 (0 to 48) 1 
Sleep duration became longer 7 (11%) 2 (8%) 1.4 (0.2 to 15) 1 
Sleep duration became shorter 22 (33%) 8 (31%) 1.1 (0.4 to 3.5) 1 
During the day felt more alert 11 (17%) 0 (0%) ∞ (1.1 to ∞) 0.03 
During the day felt more drowsy 1 (2%) 0 (0%) ∞ (0 to ∞) 1 
Stopped snoring 2 (3%) 0 (0%) ∞ (0.1 to ∞) 1 
Started snoring 0 (0%) 0 (0%) 0 (0 to ∞) 1 
Woke up less often throughout the 
night 

15 (23%) 3 (12%) 2.2 (0.6 to 13) 0.26 

Other 7 (11%) 5 (19%) 0.5 (0.1 to 2.2) 0.31 
On a scale of 1 to 10 (circle below), tell us your level of satisfaction with the PrenaBelt 
as it relates to the quality and quantity of your sleep.  
Note: 1 = extremely dissatisfied 
          5-6 = acceptable  
          10 = extremely satisfied 
   1/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   1/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   3/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   4/10 3 (5%) 1 (4%) 1.2 (0 to 65) 1 
   5/10 4 (6%) 0 (0%) ∞ (0.3 to ∞) 0.57 
   6/10 12 (18%) 7 (27%) 0.6 (0.2 to 2.1) 0.40 
   7/10 10 (15%) 4 (15%) 1.0 (0.2 to 4.7) 1 
   8/10 17 (26%) 7 (27%) 0.9 (0.3 to 3.1) 1 
   9/10 9 (14%) 2 (8%) 1.9 (0.4 to 19) 0.72 
   10/10 7 (11%) 5 (19%) 0.5 (0.1 to 2.2) 0.31 
No response 4 (6%) 0 (0%) ∞ (0.3 to ∞) 0.57 
If your satisfaction level was <5, please tell us why: (4 responses: 3 treatment, 1 sham) 
The reason I lost sleep was mainly 
due to wearing PrenaBelt 

0 (0%) 0 (0%) 0 (0 to ∞) 1 

The PrenaBelt kept waking me up 2 (67%) 0 (0%) ∞ (0 to ∞) 1 
I thought that if I rolled on my back I 
would wake up, bothered me 
subconsciously 

2 (67%) 0 (0%) 
∞ (0 to ∞) 1 

I would feel more tired than usual 
after using the PrenaBelt 

0 (0%) 0 (0%) 0 (0 to ∞) 1 

Other 1 (33%) 1 (100%) 0 (0 to 39) 1 



 Treatment  
(n=66) 

Sham  
(n=26) 

Odds Ratio 
(95%CI)  

p-value 

On a scale of 1 to 10 (circle below), tell us your level of comfort while wearing and 
sleeping with the PrenaBelt. 
Note: 1 = extremely uncomfortable 
          5-6 = acceptable 
          10 = extremely comfortable 
   1/10 1 (2%) 0 (0%) ∞ (0 to ∞) 1 
   2/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   3/10 2 (3%) 0 (0%) ∞ (0.1 to ∞) 1 
   4/10 1 (2%) 1 (4%) 0.4 (0 to 31) 0.49 
   5/10 5 (8%) 4 (15%) 0.5 (0.1 to 2.5) 0.26 
   6/10 15 (23%) 3 (12%) 2.2 (0.6 to 13) 0.26 
   7/10 8 (12%) 2 (8%) 1.6 (0.3 to 17) 0.72 
   8/10 14 (21%) 7 (27%) 0.7 (0.2 to 2.5) 0.59 
   9/10 2 (3%) 2 (8%) 0.4 (0 to 5.5) 0.32 
   10/10 10 (15%) 7 (27%) 0.5 (0.1 to 1.7) 0.24 
No response 8 (12%) 0 (0%) ∞ (0.7 to ∞) 0.1 
If your comfort level was <5, please tell us why: (14 responses: 9 treatment, 5 sham) 
   Too hot 2 (22%) 4 (80%) 0.1 (0 to 1.6) 0.09 
   Too heavy 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Too tight 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Too loose 2 (22%) 0 (0%) ∞ (0.1 to ∞) 0.51 
   Too rigid 2 (22%) 0 (0%) ∞ (0.1 to ∞) 0.51 
   Too painful 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Too itchy 1 (11%)  2 (40%) 0.2 (0 to 5.5) 0.51 
   Other 1 (11%) 2 (40%) 0.2 (0 to 5.5) 0.51 
On a scale of 1 to 10 (circle below), tell us your intention to use the PrenaBelt during a 
subsequent pregnancy if it was available to you. 
Note: 1 = I would never use it again 
          5-6 = I would consider using it again 
          10 = I would certainly use it again 
   1/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   2/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   3/10 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   4/10 1 (2%) 0 (0%) ∞ (0 to ∞) 1 
   5/10 3 (5%) 0 (0%) ∞ (0.2 to ∞) 0.56 
   6/10 13 (20%) 1 (4%) 6.0 (0.8 to 271) 0.10 
   7/10 7 (11%) 1 (4%) 2.9 (0.3 to 139) 0.43 
   8/10 14 (21%) 11 (42%) 0.4 (0.1 to 1.1) 0.07 
   9/10 12 (18%) 3 (12%) 1.7 (0.4 to 10) 0.54 
   10/10 15 (23%) 10 (38%) 0.5 (0.2 to 1.4) 0.19 
No response 1 (2%) 0 (0%) ∞ (0 to ∞) 1 
If your intention level was <5, please tell us why: (2 responses: 1 treatment, 1 sham) 
   Not important 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Not comfortable 1 (100%) 0 (0%) ∞ (0 to ∞) 1 
   Not effective 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Not attractive 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Not culturally appropriate 0 (0%) 0 (0%) 0 (0 to ∞) 1 



 Treatment  
(n=66) 

Sham  
(n=26) 

Odds Ratio 
(95%CI)  

p-value 

   Not socially appropriate 0 (0%) 0 (0%) 0 (0 to ∞) 1 
   Other 0 (0%) 1 (100%) 0 (0 to 39) 1 
Would you make any changes to the PrenaBelt? 
Yes 39 (59%) 17 (65%) 0.8 (0.3 to 2.1) 0.64 
No 26 (39%) 9 (35%) 1.2 (0.4 to 3.6) 0.81 
No response 1 (2%) 0 (0%) ∞ (0 to ∞) 1 

 


