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Abstract 

Background  Perinatal substance use can have significant adverse effects on maternal and child health and family 
stability. Few interventions are specifically designed to address this significant public health problem. The Parent–
Child Assistance Program (PCAP) is a 3-year case management and home-visiting intervention that seeks to help 
birthing persons with at-risk substance use during pregnancy to achieve and maintain substance use disorder 
recovery and avoid exposing future children to substances prenatally. At-risk refers to a level of substance use that cre‑
ates problems in the individuals’ lives or puts them or their children at risk of harm either prenatally or postnatally. 
Although the program has consistently shown substantial pre- to post-intervention improvements in its participants, 
PCAP remains to be tested with a rigorous randomized controlled trial (RCT). This study protocol describes a ran‑
domized controlled trial that aims to examine the effectiveness of the intervention compared to services as usual 
in affecting primary outcomes related to substance use and family planning. Secondary outcomes will concern con‑
nection to recovery support services and family preservation.

Methods  Using an intent-to-treat design, the study will recruit from two metro areas in Oklahoma and enroll 200 
birthing individuals who are pregnant or up to 24 months postpartum with at-risk substance use during their cur‑
rent or most recent pregnancy. Participants will be randomly assigned, stratified by location, to receive either PCAP 
or services as usual for 3 years. Participants in the PCAP condition will meet with their case manager approximately 
biweekly over the course of the intervention period, in their local communities or in their own homes whenever pos‑
sible. Case managers will assist with goal setting and provide practical assistance in support of participants’ goals. Pri‑
mary and secondary outcomes will be assessed at baseline and 12, 24, and 36 months post-baseline using the Addic‑
tion Severity Index interview and a self-administered survey.

Discussion  Results from this trial will help to gauge the effectiveness of PCAP in improving parent and child well-
being. Results will be reviewed by federal clearinghouses on home-visiting and foster care prevention to determine 
the strength of evidence of effectiveness with implications for federal financing of this program model at the state 
level.
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Background {6a}
Prevalence of perinatal substance use
Perinatal substance use is a significant public health 
problem associated with adverse maternal [1, 2] and neo-
natal [3, 4] outcomes. According to the 2022 National 
Survey on Drug Use and Health, 5.3% of pregnant 
women reported past month binge alcohol use and 
9.6% reported past month illicit drug use [5]. In a 2019 
population-based sample of postpartum women, one in 
15 (6.6%) self-reported using prescription opioid pain 
relievers during pregnancy, and of those, one in five indi-
cated misuse [6]. Rates of substance use disorders (SUDs) 
among pregnant and parenting women are concern-
ingly high, particularly among low-income women. One 
study examining three state Medicaid programs from 
2013 to 2016 found 11.3% of postpartum women had a 
SUD [7], and an examination of delivery hospitalizations 
between 2000 and 2018 revealed that the prevalence of 
SUD diagnoses has been increasing [1]. Among those 
who achieved abstinence in the last month of pregnancy, 
rates of relapse can be as high as 80% in the 2 years after 
delivery [8].

Poor outcomes from perinatal substance use
Perinatal substance use can have significant adverse 
effects on maternal and child health. Drug overdose is 
now a leading cause of death during and shortly after 
pregnancy. Overdose deaths among pregnant and post-
partum individuals increased by 81% from 2017 to 2020 
[9], and up to 22% of pregnancy-associated deaths are 
attributable to substance use [10]. Substance use dur-
ing pregnancy is linked to decreased prenatal and post-
partum care access [11], and the use of opioids or illicit 
stimulants during pregnancy is associated with a fourfold 
increase in risk of postpartum readmission [2]. Women 
with SUDs have a 6.2-fold increased risk of postpartum 
suicide attempts, and the risk nearly doubles for those 
with both SUD and psychiatric diagnoses [12].

Poor outcomes for children
Alcohol use during pregnancy is a leading cause of pre-
ventable birth defects [13] and results in fetal alcohol 
spectrum disorders with lifelong impacts [14] and high 
costs of care [15]. Prenatal exposure to cannabis, opi-
oids, and stimulants has also been found to have adverse 
effects on newborns. Cannabis is often believed to be 

harmless or even beneficial by those who use it during 
pregnancy [16], yet such use has been linked to lower 
birthweight, decreased length, and smaller head circum-
ference [17]. Prenatal opioid use is associated with mater-
nal mortality, stillbirth, preterm birth, low birthweight 
for gestational age, neonatal abstinence syndrome, need 
for neonatal intensive care, and prolonged hospital stays 
[18, 19]. Prenatal stimulant use is linked to fetal growth 
restriction, preterm birth, and low birthweight for gesta-
tional age [20, 21].

Need for effective interventions
Given the scope and impact of perinatal substance use on 
maternal and child health outcomes, effective interven-
tions to address this problem are sorely needed. Currently 
under the federal Maternal, Infant, and Early Childhood 
Home Visiting (MIECHV) program’s clearinghouse—the 
Home Visiting Evidence for Effectiveness Clearinghouse 
(HomeVEE)—no programs with strong evidence of effec-
tiveness are targeted specifically to pregnant people or 
parents with SUDs. Moreover, the number of HomeVEE-
rated programs that meet criteria for strong evidence 
and produce statistically significant results on paren-
tal SUDs is meager and limited in scope. At the time of 
this writing, only Family Spirit [22], Nurse Family Part-
nership [23], and Healthy Families America [24] have 
documented significant effects on parental SUD. Only 
two programs are rated as highly effective for addressing 
parental SUD to prevent foster care placements under 
the new clearinghouse for reviewing foster care preven-
tion programs established by the Family First Prevention 
Services Act of 2018 (FFPSA) (42 USC § 675a).

In this article, we describe a study protocol to evalu-
ate a program specifically designed to address perinatal 
substance use. The Parent–Child Assistance Program 
(PCAP) is a 3-year case management and home-visiting 
intervention for pregnant and postpartum individu-
als with at-risk substance use during their most recent 
pregnancy, that is, a level of substance use that creates 
problems in the individuals’ lives or puts them or their 
children at risk of harm either prenatally or postnatally. 
Although individuals completing the program have con-
sistently shown significant pre- to post-intervention 
improvements, PCAP remains to be tested with a rigor-
ous randomized controlled trial (RCT), often a require-
ment to be considered an evidence-based program under 
federal research standards [25, 26]. Therefore, we are 
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conducting a RCT of PCAP within the state of Okla-
homa. In state fiscal year 2020, 1,024 newborns who were 
tested were substance exposed, justifying the target sam-
ple size and the need for this project in Oklahoma [27].

Research design and methods
Research objectives {7}
The purpose of this RCT is to evaluate the impacts of 
PCAP on parental recovery, connection to recovery sup-
port services, family well-being, and the likelihood of 
future substance-exposed births. Consistent with our 
focus on prevention of prenatal substance exposure, this 
trial focuses on pregnant and postpartum birthing indi-
viduals, which includes people with different gender 
identities who are capable of becoming pregnant.1

We hypothesize that individuals receiving the interven-
tion will experience better outcomes than those receiving 
services as usual in the community over the same 3-year 
period. Primary outcomes include those related to SUD 
recovery and the prevention of substance-exposed births. 
Secondary outcomes include connection to recovery sup-
port services, parental custody, criminal justice involve-
ment, and financial stability. The study protocol has been 
approved by the University of Oklahoma Institutional 
Review Board, which is responsible for ongoing over-
sight, the Oklahoma Department of Mental Health and 
Substance Abuse Services, and the Oklahoma Depart-
ment of Human Services. The project has received a Cer-
tificate of Confidentiality from the National Institutes of 
Health and is registered on ClinicalTrials.gov.

Study design {8} {9} {14}
We will evaluate PCAP using a RCT with an intent-to-
treat design in two sites in Oklahoma: Oklahoma City 
and Tulsa, including their surrounding areas. The study 
will recruit and enroll 200 participants, with 50 control 
and 50 treatment group participants at each site. Both 
groups will participate in data collection at baseline and 
at 12, 24, and 36 months post-baseline, with 36 months 
post-baseline being the primary endpoint. Study partici-
pants will not be constrained from accessing any other 
services or interventions that may be available in their 
community.

Description of the intervention {11a} {11b} {11d}
The Parent–Child Assistance Program (PCAP) has been 
described in detail elsewhere [25, 28]. In brief, PCAP is 
a 3-year intervention for pregnant and post-partum indi-
viduals with problematic or at-risk substance use dur-
ing their most recent pregnancy. Built on the theoretical 

foundations of relational theory [29], the transtheoretical 
model of behavior change [30], and harm reduction [31], 
PCAP aims to support birthing individuals in complet-
ing SUD treatment and link them with comprehensive 
community resources to help them stay in recovery, build 
healthy lives, and avoid exposing any future children to 
alcohol or drugs prenatally. PCAP provides program 
participants with a bachelor’s-level case manager (CM), 
with whom they meet approximately bi-weekly, in par-
ticipants’ own homes or elsewhere in the community. 
CMs typically work with up to 20 participants and their 
families, serve as role models, help them to articulate 
their own goals and take steps to reach them, and provide 
transportation and practical assistance when needed in 
support of participants’ goals. The intervention manual 
is available at https://​pcapwa.​org/​manual. There are no 
formal criteria for modifying the intervention for a given 
participant. The design of the intervention provides for 
flexibility to adjust the frequency of contacts according 
to the participant’s needs and preferences while aiming 
for an average of two face-to-face contacts per month 
over the course of the intervention. Consistent with the 
intent-to-treat approach, participants who ask to sus-
pend their participation in the intervention or withdraw 
from the intervention completely will remain in the study 
unless they specifically ask to withdraw from the study as 
a whole.

Description of the control condition {6b}
Participants randomly assigned to the control condi-
tion will not receive PCAP but will not be constrained 
from accessing available services as usual in their com-
munity. They will be provided with a list of local services 
and resources. These resources include information for 
accessing substance use disorder and mental health treat-
ment and support, health care, family planning, domestic 
violence services, housing and food assistance, and legal 
services.

Participants and recruitment {15}
The recruitment strategy will leverage a database of ser-
vice providers that includes SUD treatment facilities, hos-
pitals, birthing centers, judicial personnel, tribal groups, 
Indian health centers, mental health providers, and other 
service providers and agencies that may encounter the 
target population, such as WIC/SNAP/food stamp/wel-
fare offices, emergency rooms/urgent care, homeless 
shelters, parenting classes, health departments, domestic 
violence shelters, community health centers (taking Med-
icaid), Planned Parenthood, and hospital social workers. 
The database is compiled by research and direct service 
staff based on their knowledge of service providers in the 
communities. Recruitment also occurs through public 1  https://​www.​nih.​gov/​nih-​style-​guide/​inclu​sive-​gender-​neutr​al-​langu​age

https://pcapwa.org/manual
https://www.nih.gov/nih-style-guide/inclusive-gender-neutral-language
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webinars, presentations and vendor tables at local and 
state conferences and symposia, presentations at local 
organizations, media attention, flyers, and social media.

Screening, consent, enrollment {10} {26a} {26b}
Prospective participants may self-refer or be referred by 
friends, family, or service providers via phone or by com-
pleting a referral form on the project Web page. A brief 
screening conducted by research staff ascertains eligibil-
ity. Inclusion criteria are as follows: (1) being pregnant 
or up to 24 months postpartum, (2) self-reporting at-risk 
alcohol or drug use during the most recent pregnancy, 
and (3) lacking adequate connection to community/
social/health service providers. Alternatively, consistent 
with the PCAP model, individuals are eligible if they have 
a child (of any age) with Fetal Alcohol Spectrum Disor-
der, continue to use alcohol, and are in their childbearing 
years. Exclusion criteria include not being able to com-
municate in English, being under the age 18 years, hav-
ing a significant cognitive or mental health condition that 
would preclude the ability to consent to be in the study, 
and being enrolled in a program that provides duplicative 
services. Informed consent will be obtained from eligible 
individuals by the Research Coordinator before admin-
istering the baseline data collection instruments. Ran-
domization will occur upon completion of the baseline 
data collection.

Assessment procedures
Whenever feasible, participants will complete study 
assessments at a private workstation at one of the study 
sites, connecting with the research coordinator via Zoom 
videoconferencing. In situations where a participant can-
not come to the site, assessments may be conducted with 
the interview portion via phone and the survey portion 
completed via web link or on paper forms to be returned 
via US Mail to the research office. Alerts will be used 
to remind research staff of data collection intervals. To 
maintain currency of contact information, research staff 
will check in with study participants in both groups every 
3  months between data collection intervals with a brief 
online form sent by text message.

Randomization procedures {16a} {16b} {16c}
Group assignment will occur via an online random 
assignment generator called Research Randomizer [32], 
which relies on a computer algorithm for randomiza-
tion within REDCap, the data management system 
described below. Randomization will be stratified by 
location to produce equal numbers of participants in the 
treatment and control groups at each site. Neither the 
research staff using the system nor the participant will 
know the group assignment before the baseline data are 

collected. Figure  1 displays enrollment and randomiza-
tion processes.

Blinding {17a} {17b}
Group membership will not be blinded after assignment. 
Participants and staff will be aware of whether a par-
ticipant is assigned to the treatment or control group by 
necessity given the nature of the intervention.

Post trial care {30}
Participants will continue with services as usual 
post-trial.

Measures {12} {20a}
For this study, primary outcomes concern parental SUD 
recovery and prevention of future substance-exposed 
births. Specifically, we will assess substance use (recency 
and frequency), SUD treatment completion, duration of 
abstinence from substance use, use of family planning 
methods, and number of subsequent substance-exposed 
births. Secondary outcomes concern parent–child link-
age to recovery supports and social services, prevention 
of foster care placement, parent–child reunification, and 
family stability. Recovery supports/social services include 
housing, health care, family planning, mental health 
treatment, support groups, food assistance, daycare/
childcare, and legal services. Prevention of foster care 
placement and parent–child reunification will be exam-
ined in terms of the living arrangement and legal custody 

Fig. 1  Randomization and enrollment process
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of the index child and the number of months the child 
lived with the participant. Family stability refers to paren-
tal education and employment status, stable housing, and 
no new involvement with the criminal justice system.

Data management {19}
Whenever possible, data will be directly entered into 
REDCap, a HIPAA-compliant data management plat-
form. During the interview portion of the assessment, 
the research coordinator will enter participant responses 
into REDCap as they are given. When the self-adminis-
tered survey is completed online, data will be stored as 
each question is answered. We anticipate that partici-
pants’ completing the self-administered survey on paper 
will be rare. When that happens, the paper forms will be 
stored in a locked cabinet until the data are entered by 
the research coordinator and data entry accuracy is veri-
fied by another study staff member, after which the paper 
forms will be shredded (Table 1).

The 5th edition of the Addiction Severity Index (ASI) 
is a semi-structured interview instrument that assesses 
the following domains: medical status, employment/
support status, substance use, legal status, family his-
tory, family/social relationships, and psychiatric sta-
tus [33]. This instrument has been supplemented with 
additional items developed by subject matter experts, 
straightforwardly worded. These include items to assess 
drug use during pregnancy, reproductive history, and 
adverse life experiences not assessed in the ASI. Sub-
stances assessed include and expand upon those in the 
ASI: alcohol, heroin, fentanyl, methadone, other opiates/
analgesics, barbiturates, sedatives/tranquilizers, cocaine, 
methamphetamine, other amphetamines, cannabis, hal-
lucinogens, inhalants, and other substances. Additional 
items assess birth control use, number and living situa-
tion of biological children, adverse life experiences, and 
child protective services involvement. Items have also 
been created to assess the services participants have 
received in the preceding year, including healthcare for 
mother and child(ren), family planning, mental health, 

housing, emergency funds, food/clothing/supplies, legal 
aid, domestic violence, childcare, support groups, pub-
lic schools, and public health nursing. Each service is 
coded as to whether the participant expressed a need for 
that service (yes = 1/no = 0) and whether the service was 
received (yes = 1/no = 0). An abbreviated (brief ) version 
of the ASI that omits time invariant/historical informa-
tion is administered at the annual follow-up assessments.

Self‑administered survey (SAS)
The SAS was developed by the investigator team, drawing 
primarily upon standardized scales and measures used 
in addictions research and related subfields that have 
solid psychometric properties. The SAS elicits informa-
tion from participants along several dimensions covering 
a wide range of participant behavior metrics and social 
psychological concepts important for addiction research, 
including criminal justice involvement, additional 
adverse childhood experiences (ACEs) from an expanded 
ACEs instrument [34], social support [35], maternal 
attachment (antenatal [36] and postnatal [37]), mental 
health (PTSD [38] and psychological distress [39]), self-
esteem [40] and self-efficacy [41], addiction beliefs [42, 
43], parenting practices [44], and parent/child experi-
ences [45] and child development [46]. These measures 
allow us to examine both predictors of success, as well as 
additional secondary outcomes stemming from the inter-
vention. Figure  2 presents the schedule of enrollment, 
intervention, and assessments.

Intervention adherence {11c} {18b}
Adherence to the intervention on the part of the partici-
pant is defined as engagement with the CM. Strategies to 
improve adherence will include (1) requiring the CMs to 
reach out proactively to participants in the intervention 
condition to arrange biweekly face-to-face meetings, (2) 
offering transportation to participants in support of their 
goals, (3) helping participants to access tangible goods 
(e.g., diapers, food assistance) in support of family needs, 
and (4) obtaining consent to contact a friend or family 

Table 1  Measurement instruments, constructs, and purpose {18a}

Instrument Constructs Measurement purpose

Addiction Severity Index Demographics, alcohol and drug use, family planning methods, legal involvement, 
medical conditions, psychiatric disorders, employment, connection to community 
resources, family history, child custody adverse childhood experiences

Primary and secondary outcomes

Brief Version of Addic‑
tion Severity Index

Current alcohol and drug use, family planning, legal involvement, mental status, psy‑
chiatric disorders, employment, connection to community resources, child custody

Primary and secondary outcomes

Self-administered survey Criminal justice involvement, expanded adverse childhood experiences (baseline 
only), social support, maternal attachment, post-traumatic stress, psychological 
distress, self-esteem, self-efficacy, addiction beliefs, positive parenting, knowledge 
of child development, benevolent child experiences, working alliance inventory

Secondary outcomes and mediators
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member in the event the participant cannot be reached/
located.

Fidelity monitoring
Fidelity to the PCAP model will be monitored by exam-
ining time logs for CMs and monthly and semi-annual 
reports of participant status. CMs will record the amount 
of time spent working directly with or on behalf of each 
participant, including face-to-face meetings, time spent 
transporting the participant, phone communication 
with the participant, and other time spent working on a 
participant’s case without the participant present, such 
as working with an agency on behalf of the participant, 
time spent with participant’s family, and time spent cor-
responding with the participant. Specifically, we will 
monitor the number of visits per month, maintaining an 
expectation that CMs meet with each intervention par-
ticipant twice per month and that CMs spend at least 
55% of their time working with or on behalf of interven-
tion participants. A case management supervisor will 
monitor time spent with participants and intervention 
milestones, providing feedback when deviations from 
fidelity are noted.

Data analysis plan {20b} {20c}
After checking for equivalency between groups on key 
baseline measures, we will conduct cross-sectional, 
bivariate analyses to assess differences between treatment 
and control groups at 12-, 24-, and 36-month timepoints. 
Evaluation of effectiveness will utilize both intent-to-
treat (ITT) and as-treated (AT) approaches [47]. In the 
ITT analysis, all randomly assigned participants will be 
included in the analysis, regardless of the extent to which 
they received the intervention. In the AT analysis, only 
those who remain engaged in the intervention at the 
timepoint of interest will be included. Additionally, we 
will examine the dosage of the intervention and interven-
tion site as moderators of between-group effects. Other 
potential moderators to be examined include participant 
race/ethnicity, marital status, age, and criminal justice 
involvement.

We anticipate that missing data will not be missing 
completely at random and are unlikely to be missing at 

random due to the nature of SUD research. For example, 
participants with more severe SUDs may be more likely 
to die from overdose and thus contribute to missing data. 
We will acknowledge this limitation when the findings 
are disseminated. Bivariate analyses will use pairwise 
deletion in the case of missing data. Regression analysis 
examining mediation and moderation will use listwise 
deletion. Statistical modeling will use full information 
maximum likelihood estimation whenever possible.

Power and sample size
The sample size of 200 participants will provide power of 
.80 to detect at least small-to-medium effects (Cohen’s 
d = .40) using two-tailed, between-groups, planned 
comparisons with an error probability of .05, reflect-
ing the ceiling of statistical power. Given the nature of 
SUDs and their potential impact on the stability of par-
ticipants’ lives, we conservatively estimate that 33% will 
attrit from the study before the primary endpoint of 
36 months. This is more conservative than what has been 
observed in Washington State, where 72% of partici-
pants who enrolled in PCAP remained in the program for 
36 months. A sample size of 132 participants will provide 
power of .80 to detect at least medium effects (Cohen’s 
d = .50), reflecting the anticipated floor of statistical 
power.

Data and safety monitoring {21a} {21b} {22} {24}
All procedures will be reviewed and approved by the 
University of Oklahoma IRB with annual reviews. Exclu-
sively using psychosocial methods, the intervention to be 
evaluated in this study is deemed low risk. Accordingly, 
an external data and safety monitoring board will not 
be used. The study PIs (EM, SS) will be jointly responsi-
ble for data and safety monitoring and will meet for this 
purpose at least semi-annually. Interim analyses will be 
conducted at least every 6 months. Every week, the inves-
tigators review recruitment and retention rates. Semi-
annually, they review baseline demographics, adverse 
events, and primary and secondary outcomes and con-
sider whether there are relatively greater risks in either 
arm of the trial that warrant stopping the trial. Antici-
pated potential and reportable adverse events include but 

Fig. 2  Schedule of enrollment, intervention, and assessments {13}
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are not limited to breaches of confidentiality, death of a 
subject, reports of acts of violence, child abuse, and com-
plaints about the study or the research team. Per state law, 
child abuse will be reported to Children’s Protective Ser-
vices within 48 h, as stated in the consent form. Should 
an unanticipated adverse event occur, the following steps 
will be taken: (1) the participant will be informed as to 
the nature of the event, and its possible implications; (2) 
the PIs will immediately notify the IRB; (3) the PIs will 
consult with the Co-Is to review existing safeguards to 
determine how and why the event occurred; (4) data col-
lection will be halted until new/modified safeguards are 
developed and implemented; (5) the IRB will review the 
new procedures, and data collection will resume after a 
new approval is granted. In addition, the funding agen-
cies will be informed of any actions taken by the IRB at 
any time as a result of continuing reviews.

Frequency and plans for auditing trial {23}
The trial is overseen by a group of investigators and a 
full-time Project Director at the University of Oklahoma 
and the University of Washington. A full-time research 
coordinator is responsible for data collection. This group 
oversees the implementation and evaluation of PCAP. 
The direct services are managed by a Supervisory/Man-
ager in OU Outreach’s Southwest Prevention Center 
(SWPC). The Project Director meets weekly with the 
research coordinator and the investigator team, along 
with other meetings as needed. The investigator team 
and Project Director meet monthly with the SWPC to 
coordinate activities. The Direct Services team meets 
weekly with the SWPC Manager. The investigators meet 
weekly to closely monitor the PCAP trial and discuss the 
progress of the study and any issues that may arise dur-
ing its conduct. Given the low-risk nature of the inter-
vention, no external monitoring committee is used. The 
project also has a Parent Advisory Committee with their 
own leadership structure who meet quarterly with the 
full project teams. The Parent Advisory Committee also 
is invited to monthly investigator team meetings. They 
have advised on measurement, recruitment, retention, 
hiring, and direct services. They have also attended con-
ferences and represented PCAP in public forums. We 
have no plans for an independent monitor.

Protocol amendments {25}
Since this project employs continuous quality improve-
ment procedures, modifications to data collection forms 
or documented procedures are submitted to the IRB of 
record. Amendments to the study protocol will only be 
made if deemed essential in the face of emergent prob-
lems according to the study PIs. If the IRB deems it nec-
essary, previously enrolled participants will be informed 

and re-consented. All modifications are documented in 
our research and direct service guides. Any deviations 
to the protocol or adverse events will be reported to the 
IRB. Sponsors and funders are notified of any significant 
changes in our regular progress reporting. Major pro-
tocol modifications will be uploaded to the clinical trial 
registry.

Confidentiality {27}
Participants will sign a HIPAA waiver to allow their pro-
tected health information to be maintained and used by 
the study. As noted, data will be managed with a HIPAA-
compliant platform (REDCap) and stored on a secure, 
HIPAA- and HITECH-compliant server at the Univer-
sity of Oklahoma Health Sciences Center. Direct identi-
fiers will be destroyed upon completion of the trial or as 
dictated by the IRB. In accordance with HIPAA and 42 
CFR Part 2, participants’ written consent will be required 
to identify their connection to the trial, which will have 
a federal certificate of confidentiality from the National 
Institutes of Health.

Dissemination {31a} {31b} {31c}
Access to de-identified data will be provided upon rea-
sonable request, including to the study sponsors, with 
execution of a formal data use agreement. Findings will 
be published regardless of whether study hypotheses are 
supported. Trial results will be disseminated via Clini-
calTrials.gov, publications in peer-reviewed journals, 
presentations at national scientific meetings, presenta-
tions to the community, summaries on the study website, 
and reports to study sponsors, federal clearinghouses, 
and state policy makers. Authorship eligibility will be 
restricted to those who have made substantive contribu-
tions to conception or design or conduct of the study and 
who have contributed to the preparation of the work. All 
authors must be accountable for the work and approve of 
the final version to be published.

Discussion
This RCT fills a gap for impact studies on programs for 
pregnant and parenting people with problematic sub-
stance use during pregnancy. In the protocol, we out-
line our major goals for the evaluation of PCAP and the 
primary and secondary outcomes, which we hypoth-
esize to be impacted by the intervention. One of the 
strengths and challenges of this trial is primary data 
collection on a highly vulnerable population. This vul-
nerability of the study population translates into expe-
riences that lead to tenuous circumstances with high 
degrees of residential mobility, thus making it difficult 
for researchers to conduct field-based trials. As noted, 
we anticipate attrition during the 3-year study period. 
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Previous studies have shown that a 3-year intervention 
study requires a lot of resources to keep participants 
engaged and located [25, 28]. It is because of these dif-
ficulties, in part, that this population has gone under-
studied and few evidence-based interventions exist. 
While the collection of primary data (vs. solely rely-
ing on administrative data) provides us with a depth of 
theory-driven information on study participants and 
will allow us to examine mechanisms that mediate the 
intervention’s effects, a limitation of this approach is 
the reliance on self-reported measures, including sub-
stance use. Our consent form allows for future linking 
of participant records with cross-sector administrative 
records to test the validity of this approach, as funding 
allows.

Ancillary goals of this RCT include getting rated by 
federal clearinghouses for evidence-based programs 
in the realms of home-visiting and foster care preven-
tion. In this regard, it fits squarely within the context 
of evidence-based policy making, which incentivizes 
social programs to conduct impact evaluations [48]. In 
the realm of home visiting and child welfare, the fed-
eral government provides financial incentives for states 
to select and implement evidence-based programs. 
Most importantly, PCAP provides intensive services 
to a highly vulnerable population with the poten-
tial to improve outcomes for both parents and chil-
dren. If successful, and if the program shows positive 
impacts on the outcomes of interest, this trial could 
lead to substantial spread and replication of PCAP and 
help address the crisis of perinatal substance misuse 
nationwide.

Trial status
The study protocol version is 1.18 11/14/23, which 
involved minor changes to the wording of the recruit-
ment flyer for simplicity and clarification regarding eli-
gibility criteria. This study began enrolling participants 
in December 2022 and is expected to enroll participants 
until December 2024.
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