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1. INTRODUCTION:

Incontinence is a common concern among individuals with autism spectrum disorder.
Existing treatments have generally utilized lengthy and invasive procedures and/or
lacked methodological rigor. Furthermore, no treatment approach has incorporated
medical approaches to address constipation, which is a significant contributor to
encopresis in this population. In response to the absence of treatments for this problem,
we designed a 2-week multidisciplinary intervention for encopresis (MIE) that combines
medical and behavioral approaches. In MIE, gastroenterologist assesses for and treats
constipation. Patients also receive outpatient behavioral treatments that include
structured sitting on a toilet to promote independent bowel movements. If one does not
occur, the behavioral clinician administers a suppository and prompts the child to
remain on the toilet. In doing so, continent bowel movements are predictably evoked,
allowing for reinforcement. Eventually, the suppositories are gradually faded out to
promote independence. The purpose of this study is to demonstrate the efficacy of MIE
in a randomized controlled trial with 150 children with ASD.

2. KEYWORDS:

Autism Spectrum Disorder, Encopresis, Toileting, Clinical Trial

3. OVERALL PROJECT SUMMARY:

The following Major Tasks were completed in this year of the grant:
- Randomization of the 99th subject (as of 9/29/2021)
- Completed DSMP meeting and report as scheduled (September, 2021)

Cumulative progress towards recruitment targets to date:

Phone Screens completed — 213

Participants Consented — 110

Participants who failed screening - 7

Participants Randomized — 99

Presumed eligible participants who declined to enter — 1
Participants withdrawn/dropped out AFTER randomization — 20
Participants still in screening phase — 0

@mpooTD

Table 1. Timeline and Milestones Timeline

Major Task 2: Active Enrollment Months

Continue Enrollment 36-45

Milestone: Randomize at least 100 subjects 38

Unblinded statistician & Pl evaluate adverse events 36

Changes

Our prior annual report documented a host of changes that were implemented to
address health and safety of participants and study personnel due to the coronavirus.
Fortunately, those changes were sufficient, and we have not had to adopt any additional
changes to our protocol over the past year of this reporting period.
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Personnel

The only substantive change in personnel during this year of the study was the
departure of Ansley Reich, lead research coordinator for this project. Mrs. Reich has
transitioned to her new role at Marcus Autism Center. The fact that she remained within
our center has made this transition a gentle one, as she is still able to provide
consultation to her replacement, Chelsea Rock.

Problems

In our prior annual report, we documented the ways in which the outbreak of the novel
coronavirus disrupted this study. Specifically, we were unable to enroll new participants
or complete study procedures with participants already enrolled. In the current year of
this study, our focus has been on resumption of research activities, including enroliment
of new participants and execution of the study protocol. As described in our quarterly
reports, we were able to do this through adoption of a host of safety procedures,
including the use of personal protective equipment, social distancing, screening
procedures for anyone entering our facility, cleaning procedures, and shifting some
study procedures to telehealth. Through these efforts we were successfully able to
resume research activities on this study shortly before our previous annual report. As a
result, our study is back underway and recruiting at a slightly reduced rate from our pre-
pandemic levels, in part due to a) hesitancy by potentially eligible families to enroll their
child in a treatment study during this pandemic, and b) higher than previously
encountered absenteeism during the treatment arm of the study resulting from families
experiencing symptoms of COVID-19, screening positively for symptoms that require
them to quarantine until they receive a negative test, or having to quarantine due to
close contact with someone who tests positively for COVID-19.

Although we are generally pleased with the progress made towards our study aims in
this year, the pause in recruitment due to COVID-19 made it impossible for us to
complete all enroliment and data analysis by the original study end date. Thus, we
submitted a request for a no cost extension, which was approved August 11™ of this
year. As a result, the end date of this study has been extended to 9/14/2022. We have
evaluated our current trend for enroliment and can report that maintenance of our
current enrollment rate would mean that we will achieve our enroliment targets within
the period of the no-cost extension while still leaving adequate time for any participants
randomized to the control group to cross over and receive the treatment protocol, as
well as to conduct data analysis.

The change in end date resulted from the approval of the no-cost extension has also
cause us to postpone our plan to conduct a practice export of data from our database to
SAS, as listed in our original Scope of Work. We will now conduct this practice export of
data in the upcoming year instead.

Participants

Over the previous year, 22 additional parents of have consented to enroll their child into
the study, for a cumulative total of 110. Of these, 1 (a total of 7 to date) failed the in-
person screen
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4. KEY RESEARCH ACCOMPLISHMENTS:
Nothing to report

5. CONCLUSION:

After diligently working through challenges related to recommencing research
activities and implementation of the study protocol, we successfully began enrolling
participants, and continued to do so over the course of the reporting period. The
delays caused by the pandemic, and its impact on the pace of enrolling new
participants, caused us to miss recruitment targets for the project. However, we have
submitted a no-cost extension request, which was approved, and our analysis
indicates that continued recruitment at our current pace will allow us to complete the
project by the new end date.
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