[bookmark: _GoBack]SDC 6: Study CONSORT Table

CONSORT diagram for PRODUCE based on the CONSORT extension for reporting N-of-1 trials (CENT) 2015 Statement. BMJ. 2015;350:h1738. doi: https://doi.org/10.1136/bmj.h1736


[image: Diagram

Description automatically generated]Abbreviations: MSCD – Modified Specific Carbohydrate Diet, SCD – Specific Carbohydrate Diet 
aSites did not conduct universal population screening
bMore than one reason to decline could be provided by each participant
cTwo participants were determined to be ineligible after completion of the study. Data from these participants were analyzed.
dOne participant randomized to the SCD (shown here) followed the diet sequency as if randomized to the MSCD

image1.png
a
Screened Excluded (n=394)

n =448 Did not meet inclusion/exclusion criteria (n =360)
b

Declined to participate (n=34) due to :
Parent Declined Enrollment (n=15)
Parent Not Yet Ready to Enroll (n=13)
Not Interested in Diet Change (n=12)
Inconvenience (n=8)

Diet(s) Seems Too Complicated (n=6)
c Patient Declined Enroliment (n=5)

Enrolled Patient Not Yet Ready to Enroll (n=4)

(n=54) Financial Concerns (n=3)

Concern Over Effectiveness (n=2)

Concern Over Safety (n=1)

Not Interested in Research (n=1)

Other (n=8)
SCD Firstd MSCD First
(n=28) (n=26)
Withdrawn (n=15) due to:
Adverse Event (n=6) Withdrawn (n=9) due to:
Lack of Medical Response (n=4) Adverse Event (n=3)
Not Desiring to Maintain Diet (n=2) Lack of Medical Response (n=3)
Not Desiring to Maintain Study (n=2) Not Desiring to Maintain Diet (n=2)
Did Not Provide Reason (n=1) Not Desiring to Maintain Study (n=1)
Completed (n=13) Completed (n=17)
As planned (n=10) As planned (n=11)
Completed early (n=3), due to: Completed early (n=6), due to:
Lack of Medical Response (n=1) Adverse Event (n=2)
Not Desiring to Maintain Diet (n= 1) Lack of Medical Response (n=3)
Patient Wanted to Stay on SCD and Not Desiring to Maintain Diet (n=1)
Did Not Want To Return to MSCD for
Final Diet Stage (n=1)





