Administrative Information
	Category
	Information

	Title
	Protocol for a Randomized Controlled Trial of the Parent Child Assistance Program: A Case Management and Home Visiting Program for People Misusing Substances During Pregnancy

	Trial Registration 
	Clinicaltrials.gov (NCT05534568)

	Date of registration
	6/8/22

	Protocol Version
	Version 2, 11/27/2023

	Study Sponsors
	Arnall Family Foundation, Oklahoma Department of Human Services, Oklahoma Department of Mental Health and Substance Abuse Services, Casey Family Programs, University of Oklahoma

	Contact for Public Queries
	Dr. Erin Maher, erin.maher@ou.edu

	Contact for Scientific Queries
	Dr. Erin Maher, erin.maher@ou.edu

	Countries of Recruitment
	USA

	Health Condition or Problem Studies
	Substance use during pregnancy, neonatal substance exposure

	Intervention
	The Parent-Child Assistance Program

	Key Inclusion and Exclusion Criteria
	*18 years old or over
*pregnant or with a child under 24 months and use of substances during pregnancy (including medication assisted treatment for opioid use)
*within 40 miles of the OKC or Tulsa metro areas

	Study Type
	Randomized controlled trial

	Date of First Enrollment
	1/9/23

	Target Sample Size
	200

	Recruitment Status
	Open

	Primary Outcomes
	*Abstinence from drugs and alcohol
*Family planning methods
*Subsequent substance exposed births

	Secondary Outcomes
	*Connection to services and recovery supports
*Child custody 
*Family stability

	Role of Study Sponsor and Funders
	The funders reviewed and approved our general study design.



