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Abstract

Background: Child maltreatment recidivism substantially increases the likelihood of adverse life outcomes, but there
is little evidence that family preservation services are effective at reducing recidivism. Mothers in child welfare have
very high rates of trauma exposure; maternal post-traumatic stress disorder (PTSD) is an intervention target that has
the potential to reduce abuse and neglect. The Safe Mothers, Safe Children (SMSC) intervention program involves the
delivery of an innovative combination of interventions, including Skills Training in Affective and Interpersonal Regula-
tion (STAIR) and Parent-Child Interaction Therapy (PCIT). The combined intervention, Parenting-STAIR (P-STAIR), targets
maternal PTSD and comorbid depression symptoms to reduce the adverse effects of PTSD on parenting, improve
positive parenting skills, and prevent maltreatment recidivism.

Methods: This study is a two-arm randomized controlled trial: P-STAIR (23 sessions) versus supportive counseling (23
sessions). Participants are mothers receiving child welfare family preservation services (FPS), with a child in the age
range of 1-8 years old and meeting diagnostic criteria for PTSD (with/without depression). Clinical assessment occurs
at pre-treatment (baseline), two in-treatment assessments (mid-assessment #1 after module 9 and mid-assessment
#2 after module 15), post-treatment, and at a 6-month follow-up. Recidivism will be measured using the New York
State Child Welfare Registry (NYSCWR). We will enroll a total of 220 participants over 4 years: half (N = 110) randomly
assigned to the P-STAIR condition and half (N = 110) to the supportive counseling condition.

Discussion: This is the first RCT to investigate the efficacy of P-STAIR. The findings for the trial have the potential to
contribute to the expansion of evidence-based practices for maternal PTSD, maltreatment, and child welfare.

Keywords: PTSD, Depression, Maltreatment recidivism, PCIT, STAIR, Supportive counseling, Randomized controlled
trial
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Introduction

Background and rationale {6a}

Child maltreatment recidivism substantially increases the
likelihood of adverse life outcomes [1-4]. The outcomes
of repeated maltreatment include injury and disabil-
ity, negative effects on brain and physical development,
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lifespan mental and physical health problems, greater
suicide risk, and poor adaptation in young adulthood,
including higher crime and incarceration rates [5]. Over-
all, the economic cost of maltreatment exceeds $124
billion annually [6]. There is little evidence that child
welfare (CW) family preservation services (FPS) reduce
maltreatment recidivism [7]. Families identified by CW
as abusing or neglecting their children, whose children
do not require immediate removal to foster care, are
enrolled in family preservation programs to reduce the
risk of re-abuse or neglect. FPS typically include safety
monitoring, case management, crisis intervention, and
parenting classes. FPS programs seek to preserve fami-
lies, while ensuring child safety. Maltreatment reoccur-
rence rates as high as 69% have been reported even after
receipt of FPS [8]. Given this, new approaches to reduce
recidivism of child maltreatment are required.

Maternal post-traumatic stress disorder (PTSD) is an
intervention target that has the potential to reduce abuse
and neglect [9-13]. Prior work demonstrates that moth-
ers receiving FPS to prevent recidivism have a high prev-
alence of trauma-related disorders: 54.3% met criteria
for probable PTSD and 61.7% for depression [14]. High
rates of PTSD among these mothers suggest that treat-
ing PTSD may reduce recidivism in a significant subset
of high-risk mothers. In addition to directly increasing
risk of maltreatment, maternal PTSD-related cognitive
deficits may make learning parenting skills more diffi-
cult, contributing to the intergenerational persistence of
trauma [15].

Between 2015 and 2020, the Safe Mothers, Safe
Children (SMSC) intervention program conducted a
single-arm pilot study to evaluate the feasibility and
acceptability of Parenting-STAIR (P-STAIR). Pilot data
(N = 78) indicates P-STAIR is a feasible and accept-
able treatment for reducing maternal PTSD symptoms,
increasing positive parenting skills, and preventing mal-
treatment recidivism. Following P-STAIR, mothers had a
7-fold lower rate of new confirmed maltreatment reports
(2.7%) compared to the FPS population in New York City
(NYC) as a whole (18.6%). At the baseline assessment, all
mothers met PTSD criteria and nearly all (85.8%) met
criteria for comorbid depression. At the 90-day follow-
up, 92.3% of mothers receiving P-STAIR no longer met
diagnostic criteria for PTSD. Independent behavioral
observations demonstrated a significant reduction of
negative parenting behaviors and increased positive par-
enting behaviors. A randomized controlled trial (RCT) is
now required to evaluate the efficacy of P-STAIR com-
pared to supportive counseling (SC), an active treatment
condition, in reducing child maltreatment recidivism.
The RCT will further test maternal PTSD and depression
symptom reduction and parenting skills improvement.
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Objectives {7}

Aim 1: Compare P-STAIR to SC on change in mater-

nal PTSD/depression.
H1: From baseline assessment to 6-month follow-
up, P-STAIR will (a) be more effective in reduc-
ing maternal PTSD and depression symptoms;
(b) have greater PTSD remission rates (scores<20
on the Clinician-Administered PTSD Scale for
DSM-5 (CAPS-5)) [16]; and (c) have greater rates
of no longer meeting PTSD criteria.

Aim 2: Compare P-STAIR to SC with respect to par-

enting behaviors.
H2: P-STAIR will be more effective than SC in (a)
decreasing observed negative parenting behaviors;
and (b) increasing observed positive parenting
behaviors, measured by raters using the stand-
ardized Parent-Child Interaction Therapy (PCIT)
Dyadic Parent-Child Interaction Coding System
(DPICS-1V) [17]; (c) P-STAIR will improve parent-
ing attitudes more than SC.

Aim 3: Compare P-STAIR to SC with respect to

maltreatment recidivism.

H3a: P-STAIR will be more effective than SC in
reducing new substantiated reports of maltreatment.
H3b: Reduced PTSD/depression symptoms and
reduced negative parenting will mediate the effects
of P-STAIR on maltreatment recidivism.

Trial design {8}

The SMSC study is designed as a randomized controlled
superiority trial with two treatment groups: P-STAIR and
SC. We will enroll a total of 220 participants over 4 years:
half (N = 110) randomly assigned to the P-STAIR con-
dition and half (N = 110) to the supportive counseling
condition. Each intervention is 23 sessions, and clinical
assessments occur at pre-treatment (baseline), two in-
treatment assessments (mid-assessment 1 after module 9
and mid-assessment 2 after module 15), post-treatment,
and at a 6-month follow-up (see Figs. 1 and 2). All treat-
ment sessions and assessments are recorded to monitor

fidelity.

Methods: participants, interventions,

and outcomes

Study setting {9}

All study activities will be conducted in New York City,
NY, USA, at New York University (NYU) and our five
preventive service agency partners: Association to
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Benefit Children (ABC), Children’s Aid Society (CA),
Graham Windham (GW), Vibrant Emotional Health,
and JCCA, formally known as Jewish Child Care
Association.

Eligibility criteria {10}
Inclusion criteria:

+ Receiving child welfare preventive services

+ Meeting DSM-5 diagnostic criteria for PTSD with or
without co-occurring depression (CAPS-5)

+ Having a child aged 1-8 who resides with the partici-
pant

+ Being the legal guardian and having primary custody
of the participating child

+ Being able to read, write, and speak in English or
Spanish

Exclusion criteria:

« Having suicidal ideation present in the past month
prior to baseline or reports of a suicide attempt in the
past year (Structured Clinical Interview for DSM-5
(SCID-5)) [18]

+ Meeting DSM-5 criteria for substance or alcohol use
disorder in the past month (SCID-5)

+ Having symptoms or diagnosis of psychosis as
defined by the DSM-5 in the past year (SCID-5)

+ Having a different ability affecting communication,
such as deafness

+ Having an index child with a developmental condi-
tion that impedes functioning, e.g., autism spectrum
condition, and/or a history of symptoms of psychosis
during childhood

+ Experiencing current intimate partner violence
(IPV)/family violence or having a history of IPV/fam-
ily violence

° If there is a history of IPV/family violence and
the relationship is no longer active, the relationship
must have ended for at least 90 days with no inten-
tion of restarting

° If there is a history of IPV/family violence, but the
relationship is ongoing, there must not have been an
event for at least 1 year

Who will take informed consent {26a}

Research staff will meet clients at the agency, provide
information about the research project and obtain con-
sent from clients who are interested in participating
before conducting a detailed baseline assessment to
determine if the clients meet inclusion criteria. Research
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Cases are referred to SMSC by agency
partner case planners

Cases screened by research staff for
inclusion/exclusion criteria

Cases are consented by research staff

n=286
t=0 weeks

Cases are assessed by research staff

n=286
t=1 week

Eligibility is confirmed

n=220
t=1 week

Cases are randomized and notified

/ n=220
t=1 week

\>

P-STAIR FPS SC
n=110 n=220 (all participants) n=110
t=throughout treatment
Phase 1: STAIR Phase 1: SC
Modules 1-9 Modules 1-9
t=9 weeks t=9 weeks
After module 9: mid-1 assessment
t=10 weeks
Phase 2: Narrative storytelling Phase 2: SC
Modules 10-15 Modules 10-15
t=16 weeks t=16 weeks
After module 15: mid-2 assessment
=17 weeks
Phase 3: PCIT Phase 3: SC
Modules 16-23 Modules 16-23
t=25 weeks t=25 weeks

Post-assessment
n=?

t=26 weeks

J—

Follow-up assessment

n=?
=52 weeks

Recidivism outcomes collected from
NYSCWR after post-assessment

n=220
t=10 years

Fig. 1 Study flow

staff consenting participants are primarily study clini-
cians, but the clinical director, project manager, and
research coordinator are approved and trained to con-
sent when necessary. During the consenting process,
research staff will read the consent form with the poten-
tial participant, offering explanations of each section
and opportunities to ask questions at the end of each
section. Research staff will inform potential participants
that participation is completely voluntary, and it will not
affect any preventive services or their relationship to

Administration for Children’s Services (ACS), the child
protective service agency in NYC. The consent form out-
lines that the participant will be randomly assigned to
either P-STAIR or supportive counseling and details that
research staff and preventive services case planners will
communicate throughout treatment to enhance engage-
ment and service delivery. During consent, research
staff will review confidentiality and exceptions to con-
fidentiality. Participation, regardless of randomization,
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STUDY PERIOD
Enrollment | Baseline | Allocation Pos:;sll:l::)tion
Phase 1 Mid-1 Phase 2 Mid-2 Phase 3 Post Follow-up
TIMEPOINT -tl © 0 tl t2 t3 t4 t5 t6 t7
9 10 16 17 25 26 52
ENROLLMENT
Eligibility screen X
Informed consent X
Allocation X
INTERVENTIONS
P-STAIR R R
s¢ ¢ 5
Intent-to-treat X X X X
ASSESSMENTS
Demographics X X X X X
KSE-G X
PDS X X X X X
CES-D X X X X X
CAPS X X X X
TSR X X X
SCID X X X X
ECBI X X X X X
DERS X X X X X
AAPI X X X
TESI X X X
SDQ X X X X X
CBQ X X X
TAE X X X
DPICS X X X X
gz:‘ildli\}"i?&(‘l;t; Semi-annually for 10 years
Fig. 2 Schedule of enrollment, interventions, and assessments

is explained to the participant as adjunctive to the usual
care provided through preventive services.

Following consent and the baseline assessment, the
principal investigator, co-investigators, clinical director,
and project manager will review the assessment, estab-
lish eligibility, and follow the random assignment pro-
cedures established. After randomization into P-STAIR

or SC, participants will proceed to enrollment. Prior to
beginning treatment sessions, participants will com-
plete a 15-min dyadic play observation with the index
child. Before the observation starts, the research staff
facilitating the assessment will receive oral assent of the
index child.
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Additional consent provisions for collection and use

of participant data and biological specimens {26b}
Participants consent to the collection and use of data.
In addition, consent forms state that individual identi-
fiable data is not shared outside research staff. Use of
identifiable information would require additional con-
sents and written permission. The consent forms also
outline limits to confidential information: mandated
reporting or explicit approval from the participant.
Participants are informed that data collected dur-
ing treatment is not automatically deleted upon with-
drawal. This trial does not involve collecting biological
specimens.

Interventions

Explanation for choice of comparators {6b}

Supportive counseling (SC) is the comparison condi-
tion. As SC is an active treatment, the present study can
be viewed as comparing two interventions equated for
attention, with one targeting PTSD and associated medi-
ators, while the other targets life and parenting problems
without teaching specific skills to manage trauma and
parenting. Although this is a higher bar for evaluating
P-STAIR, the design is suited to mediation tests around
trauma constructs.

Intervention descriptions {11a}

The Safe Mothers, Safe Children study involves the
comparison of P-STAIR versus supportive counseling.
P-STAIR is an innovative combination of two evidence-
based interventions: Skills Training in Affect and Inter-
personal Regulation (STAIR) and PCIT [19-24]. STAIR,
developed by Dr. Marylene Cloitre, is a two-phase treat-
ment to improve emotion regulation and interpersonal
skills prior to exposure treatment. STAIR is more effec-
tive than exposure alone and reduces dropouts for child
abuse-related PTSD [25]. STAIR has been adapted to
focus on the impact of PTSD (and related depression)
on parenting. PCIT is a promising dyadic treatment for
reducing recidivism in child welfare [26]. An abbrevi-
ated version of PCIT, including live coaching in dyadic
sessions with the parent and index child, is used to focus
on improving parenting skills [22, 26-30]. The P-STAIR
treatment manual was developed collaboratively with
Dr. Cloitre and co-investigators, Dr. Anthony Urquiza
and Dr. Susan Timmer, of the UC-Davis PCIT Training
Center. P-STAIR consists of 23 weekly, one-hour, treat-
ment sessions divided into three phases: 1) STAIR; mod-
ules 1-9; 2) narrative storytelling; modules 10-15; and 3)
Dyadic PCIT/applying parenting skills; modules 16-23.
Homework is assigned after each module to practice
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parenting and emotional regulation skills used during
sessions.

SC is an evidence-based, active treatment that controls
for the “nonspecific” factors common to most psycho-
therapy [14, 31-40]. SC has been shown to be an accepta-
ble and credible treatment in a number of RCTs involving
trauma victims. Dr. Cloitre adapted the SMSC SC manual
from the manual used by Dr. Edna Foa for sexual assault
and trauma recovery [36]. The SC treatment is also 23
sessions. Session 1, similar to P-STAIR, will review the
participant’s history, symptoms, and treatment rationale.
Remaining sessions consist of participant-generated and
directed discussions of life problems related to the partic-
ipant’s trauma. Trauma-related skills training is excluded
from SC, but non-trauma discussions of parenting prob-
lems is included, keeping with the focus of P-STAIR. SC
clinicians play an unconditionally supportive role. Home-
work, consisting of keeping a diary of daily problems and
problem-solving attempts, is offered but not assigned.

Criteria for discontinuing or modifying allocated
interventions {11b}

There will be no special criteria for modifying allocated
intervention. Participation is voluntary and participants
are able to discontinue or withdraw from treatment at
any time. All participants, regardless of assignment, will
complete all 23 sessions. Both treatment arms allow for
non-protocol sessions to be conducted if clinically rel-
evant for engagement, participation, or safety. Necessity
is determined by the study clinician in collaboration with
the clinical director, FPS case planner, and participant.
Other modifications to treatment protocol include delay-
ing sessions, e.g., because of travel, illness, appointments,
school engagements, work, and technology issues.

Adherence {11c}
To evaluate treatment adherence, all sessions and assess-
ments are recorded (audio and video) with participant
consent. Fidelity manuals have been developed for both
treatment arms which include session objectives and
adherence ratings. To measure adherence, two raters
will be employed and trained on treatment protocols.
Throughout study implementation, 20% of sessions/
assessments will be randomly reviewed (stratifying for
session number) and rated for manual adherence by
an independent rater. To ensure reliability and guard
against drift, a second independent rater will rate 10% of
the selected sessions/assessments. Raters, the principal
investigator, clinical director, and project manager will
discuss reviews weekly.

Before beginning treatment with a participant, man-
ual competency must be achieved. Competency will be
defined as achieving 75% adherence over 23 sessions
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of training cases. If a study clinician fails to reach 75%
adherence, they will complete additional supervised
sessions with the clinical director until this criterion is
achieved. Once treatment begins, all study clinicians
receive ongoing weekly, one-hour, individual supervision
and an hour and a half weekly group supervision with the
clinical director. During supervision, the clinical director
will provide bi-monthly feedback from fidelity ratings. If
at any point, a clinician falls below 75% treatment fidelity,
they will repeat training.

All dyadic observation coding is conducted at UC-
Davis under the supervision of Dr. Urquiza and Dr. Tim-
mer. PCIT adherence criteria have been established by
UC-Davis. Coders will be trained directly by Dr. Urquiza
and Dr. Timmer. These coders will evaluate dyadic obser-
vations preformed at pre-treatment (baseline), mid-
treatment, post-treatment, and follow-up to determine
positive and negative parenting ratings. Weekly reliability
checks will occur to ensure a minimum of 85% reliability
will be sustained by coders.

Concomitant care {11d}

All enrolled participants are also receiving Family Pres-
ervation Services Usual Care (FPSUC), including case
management. Mental health treatment outside partici-
pation in the study is permitted but tracked throughout
study involvement using the Treatment Services Review.
FPSUC will be accounted for in the analytic plan.

Provisions for post-trial care {30}

Throughout treatment, all participants will receive any
necessary referrals for additional mental health services.
Study clinicians work directly with case planners to
ensure continuity of care after withdrawal or treatment
completion.

Outcomes {12}
After a baseline assessment, symptom progress is meas-
ured at four additional timepoints for all participants:
mid-assessment 1 after module 9, mid-assessment 2
after module 15, post-treatment, and 6-month follow-
up. Primary outcomes for Aim 1 are the Center for Epi-
demiological Studies-Depression (CES-D) for depressive
symptoms and the CAPS-5 for PTSD symptoms [16,
41]. Secondary PTSD and depression outcome meas-
ures include Post-traumatic Stress Diagnostic Scale for
the DSM-5 (PDS-5) and Structured Clinical Interview
for DSM-5 (SCID-5) [18, 42]. The Difficulties in Emotion
Regulation Scale (DERS) is included as an exploratory
measure [43].

The primary outcome for Aim 2 is DPICS-IV for
measuring parenting skills [17]. Adult Adolescent Par-
enting Inventory-2.1 (AAPI-2.1) is used as a secondary
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outcome to assess parental attitudes towards children
and child-rearing [44]. Other secondary outcomes for
Aim 2 include child-focused measures: Children’s Behav-
ior Questionnaire-Very Short Form (CBQ-VSEF), Eyberg
Child Behavior Inventory (ECBI), Strengths and Dif-
ficulties Questionnaire (SDQ), and Traumatic Events
Screening Inventory-Parent Report Revised (TESI-PRR)
[45-48].

The primary outcome for Aim 3 is maltreatment recidi-
vism operationalized as new substantiated reports of
child maltreatment and new removals to foster care.
Treatment Services Review (TSR) will be used to sta-
tistically control for FPSUC [49]. Finally, the Treatment
Acceptability and Expectations (TAE) scale will be used
to evaluate the credibility and acceptability of treatments.
The TAE was developed by Dr. Cloitre for use in the
study.

Participant timeline {13}
See Fig. 1 for a depiction of the timeline for participants.

Sample size {14}

SMSC aims to enroll a total of 220 participants over
the course of 4 years. Half (N = 110) will be randomly
assigned to the P-STAIR treatment arm, and the other
half (N = 110) will be randomly assigned to the sup-
portive counseling treatment arm. In general, for PTSD,
depression, and parenting measures, e.g., DPICS, our
sample size has sufficient power to detect between con-
dition effects of Cohen’s d=0.40 or greater. Norms in
the field are to power studies to detect Cohen’s d of 0.50
or more; otherwise, effects are too small to be clinically
meaningful. The vast majority of similar trials report-
ing target effect sizes were powered to detect medium
(d=0.50) to large (d=0.80) minimum detectable effects
[50-62].

Recruitment {15}

Participants will be recruited from five collaborating
preventive services agencies in New York City. The case
planners at preventive agencies conduct trauma screen-
ings as part of their usual care protocol and will offer
a study flyer to clients who endorse any prior trauma
exposure. This study flyer will have contact information
for research staff. If the client is interested in the study,
case planners will confirm the clients’ willingness to be
contacted by the research staff for further follow-up and
informed consent.

Assignment of interventions: allocation

Sequence generation {16a}

Following the baseline assessment and confirmation of
eligibility, participants will be randomly assigned to either
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the experimental or control group with a 1:1 allocation
per a computer-generated randomization schedule.

Concealment mechanism {16b}

The randomization schedule will not be shared outside
of the principal investigator, co-investigators, and pro-
ject manager to ensure concealment. The randomiza-
tion schedule is stored on a password-protected, secured
web-based platform. The schedule is stored separately
from randomization assignments to further ensure con-
fidentiality. The sequence of assignments will not be
released until the participant is enrolled, after baseline
assessment and eligibility confirmation.

Implementation {16c}

All participants who consented and met inclusion criteria
will be randomized. Randomization will be relayed to the
assigned study clinician by the project manager. The ran-
domization schedule was prepared by one of the study’s
co-investigators and sent to the project manager prior
to study implementation. For each client randomized,
the project manager will access the schedule, inform the
assigned clinician, and record the assignment in a pass-
word-protected spreadsheet. Participants are informed
of treatment assignments in their first session. The prin-
cipal investigator will monitor randomization protocols
monthly to safeguard that the allocation sequence is
properly executed. The schedule cannot be edited by any
staff. Thus, randomization is conducted without influ-
ence from research staff.

Assignment of interventions: blinding

Who will be blinded {17a}

In order to reduce risk of confirmation bias, research staff
assessing participants are blinded to treatment condi-
tion. Assessments during and after study implementa-
tion are conducted by non-treatment clinicians. Due to
the nature of the interventions and study design, neither
participants nor treatment-administering staff will be
blinded to allocation, but all discussions of assessment
results after randomization allocation exclude treat-
ment clinicians, fidelity raters, and coders. During group
supervision, case-level information is not discussed.

Case planners and other agency staff are also blinded
from treatment conditions. Participants are instructed
not to share treatment arm designation or treatment-
specific information with their case planners. Study cli-
nicians and case planners will collaborate to enhance
client engagement, but the focus of this collaboration will
be on contact, not content (e.g., no direct discussion of
the treatment plan, sessions completed, or anything that
would jeopardize the randomization blinding). Assess-
ment reports will be provided to case planners for each
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participant at the baseline, mid, and post-assessment
with an overview of symptom progress and client engage-
ment only. Assessment reports are prepared by a non-
treating clinician and stored in a separate folder on a
web-based platform. Folders are not accessible between
clinicians.

Procedure for unblinding if needed {17b}

Unblinding will only occur in exceptional circumstances
in the case of serious adverse events (discussed below),
when knowledge of treatment assignment is essential for
the safety and further care of the participant.

Data collection and management

Plans for assessment and collection of outcomes {18a}
Data collection points are at pre-treatment (baseline
assessment), two mid-point assessments, post-treatment,
and at follow-up (see Fig. 2). All measures are unmodi-
fied. All Spanish translations created by the developers/
publishers were used unless otherwise noted. Clinicians
have been trained by the clinical director for uniform
administration. Demographic data will be collected at
all assessment timepoints, including date of birth for
participant and index child, gender, ethnicity, insurance,
employment status, socioeconomic level, marital status,
current diagnosis(es), current medication, ACS allega-
tion details, and referral source. Two proxy questions
on motivation and stress level to account for selection
bias have been created for use in the baseline assess-
ment. The English-language adaption of the Social Desir-
ability—Gamma Short Scale (KSE-Q) is a six-item Likert
scale used to gauge social desirability. KSE-G has dem-
onstrated good construct validity and sufficient reliabil-
ity [63]. The KSE-G is only administered at the baseline
assessment. The Spanish-language version of the KSE-G
was translated through the method of translation-back-
translation by two bilingual (Spanish-English) SMSC staff
[64, 65]. There are no official Spanish translations of this
measure.

Primary outcomes

CAPS-5 is a 30-item structured clinical interview
established by the U.S. Department of Veterans Affairs
National Center for PTSD (NCPTSD). It yields a categor-
ical measure of diagnosis and a severity score. Severity
scores are calculated from 20 DSM-5 PTSD symptoms
and range from 0 (“absent”) to 80 (“extreme”). CAPS-5
has established strong interrater and test-retest reliabil-
ity for diagnosis and severity scores [16]. CAPS-5 will
be used to assess change in PTSD diagnosis criteria and
severity over treatment implementation (baseline assess-
ment, mid-assessment 2, post-assessment, and follow-up
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assessment). CAPS-5 is also used at the baseline assess-
ment to evaluate inclusion criteria.

There is no official NCPTSD translation of the CAPS-5.
The Spanish-language version of CAPS-5 used was devel-
oped by Maria Jose Rendon at the University of Miami
[66]. This version was selected because the cultural adap-
tation method highlights the sociocultural and linguis-
tic nuances of complex symptomatology, diagnosis of
trauma/PTSD, and the variety of Spanish dialects.

CES-D is a 20-item self-report measure of symp-
toms related to depression, e.g., sleep patterns, appetite
changes, and feelings of isolation. Items are rated on a
3-point scale from 0 (“rarely or none of the time”) to 3
(“most or almost all of the time”). Scores range from 0
to 60. High scores signify more depressive symptoms.
CES-D has demonstrated good sensitivity and specific-
ity and high internal consistency [67, 68]. CES-D will be
used to assess change in depression symptoms over treat-
ment implementation. CES-D will be completed at all
timepoints.

DPICS-IV examines the quality of parent-child social
interaction in three 5-min situations: child-directed play,
parent-directed play, and clean-up. Positive skills include
praise, reflect, and describe, and negative skills include
questions, commands, and criticisms [17]. Observa-
tions are coded by trained DPICS coders to produce total
scores. DPICS has demonstrated interrater reliability, dis-
criminative and convergent validity, and treatment sensi-
tivity [69]. DPICS is administered following the baseline
assessment, mid-assessment 2, post-assessment, and fol-
low-up assessment during 15-min dyadic play observa-
tions. DPICS scores are used to track changes in positive
and negative parenting over treatment implementation.

To assess maltreatment recidivism, data are collected
through the New York State Child Welfare Registry
(NYSCWR) semi-annually for ten years. Collected data
include the number of out-of-home placements and new
substantiated child welfare reports for both completers
and non-completers who have consented into the study.
Number of new foster care removals and new substanti-
ated reports are located by unique NYSCWR identifiers
collected from FPS at the time of consent.

Secondary outcomes

AAPI-2.1 is a self-report inventory that examines par-
enting behaviors. The measure is used to evaluate the
risk of child maltreatment. Items are rated on a scale of
1 (“strongly agree”) to 5 (“strongly disagree”). AAPI-2.1
has five sub-constructs: expectations of children, parental
empathy towards children’s needs, use of corporal pun-
ishment, parent-child family roles, and children’s power
and independence. Higher scores indicate lower risk of
parental abuse/neglect [44]. Total scores have adequate
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validity. AAPI has strong correlations with other parent
and child behavioral measures [70, 71]. AAPI will be used
to monitor change in parental behaviors over treatment
implementation at the baseline assessment, post-assess-
ment, and follow-up assessment.

CBQ-VSF is a 36-item parent-report of child tem-
perament. Items are rated on a 7-point scale from 1
(“extremely untrue of my child”) to 7 (“extremely true of
my child”). The questionnaire has three sub-scales: sur-
gency/extraversion, negative affectivity, and effortful
control [45]. This measure has acceptable internal con-
sistency and criterion validity [45, 72]. CBQ-VSF will be
used to assess change over treatment implementation in
the temperament of the index child at the baseline assess-
ment, post-assessment, and follow-up assessment.

DERS is a 36-item self-report measure used to assess
emotion regulation. Items are rated on a 5-point scale
from 1 (“almost never [0-10%]”) to 5 (“almost always [91-
100%)]”). Examples include “I know exactly how I am feel-
ing;” “When I'm upset, I feel out of control;” and “When
I'm upset, it takes me a long time to feel better” Higher
scores represent a higher likelihood of difficulty with
emotion regulation [65]. DERS has adequate construct
and predictive validity and good test-retest reliability [43,
73]. DERS will be used to evaluate the level of emotion
regulation skills during treatment implementation at all
assessment timepoints.

ECBI is a 36-item parent-report measure designed to
assess conduct issues in children ages 2-16. ECBI asks
parents to identify how often a behavior is currently
happening with their child on a 7-point scale from 1
(“never”) to 7 (“always”; intensity scores). Then, parents
indicate whether or not a behavior is a problem through
a “yes/no” response (problem scores) [46]. Higher total
intensity scores indicate a higher frequency of behaviors.
Higher total problem scores suggest more behaviors are a
problem for the parent. This measure has acceptable test-
retest and interrater reliability, internal consistency, and
construct validity [74-78]. ECBI will be used throughout
treatment to assess the change in behavior of the child
participating in the parent-child dyadic play observations
and the frequency of parent-identified problems.

PDS-5 is a 24-item self-report measure of PTSD symp-
toms over the last month. Items rate frequency and
severity of symptoms on a 5-point scale from 0 (“not at
all”) to 4 (“6 or more times a week/severe”). Higher scores
signal more severe PTSD symptoms. A cutoff score of 28
indicates a likely PTSD diagnosis [42]. PDS-5 is a reli-
able and valid measure of PTSD symptomatology using
DSM-5 criteria with excellent internal consistency and
test-retest reliability and good convergent validity with
other PTSD scales [42]. Together with CAPS-5, PDS-5
will be used to monitor changes in PTSD symptoms over
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treatment implementation. PDS-5 will be administered at
all timepoints.

SDQ is a 25-item parent-report behavioral screen-
ing questionnaire that is comprised of five sub-scales:
emotional symptoms, conduct problems, hyperactivity/
inattention, peer relationship problems, and prosocial
behavior. Items have the following responses: “not true,’
“somewhat true,” and “certainly true” [47]. Higher scores
denote a higher likelihood of emotional and/or behav-
joral difficulties. The reliability of the measure is satis-
factory and criterion validity has been established [79,
80]. SDQ will be used to assess the change in behavior
of the child participating in the parent-child dyadic play
observations. SDQ is administered at all assessment
timepoints.

SCID-5 is the gold standard for determining DSM-5
current diagnoses and psychiatric history [18]. The
SCID-5 depression, alcohol and substance use, and psy-
chosis modules will be used. Symptom scales of the SCID
have been proven reliable and valid with good internal
consistency, test-retest reliability, and concurrent and
predictive validity [81]. SCID-5 will be used to track
changes in depression, substance use, and symptoms of
psychosis, as well as to evaluate inclusion/exclusion cri-
teria. SCID-5 will be completed at baseline, mid-assess-
ment 2, post-assessment, and follow-up assessment.

TAE is a 5-item scale that evaluates the credibility
of and engagement in treatment. TAE is administered
throughout treatment to assess the clinician-client ther-
apeutic relationship and client engagement with treat-
ment. This scale was developed by Dr. Cloitre to assess
treatment engagement specific to this type of interven-
tion. TAE is used at mid-assessment 1, mid-assessment
2, and post-assessment. The Spanish-language version of
the TAE was translated through the method of transla-
tion-back-translation by two bilingual (Spanish-English)
SMSC staff [64, 65]. There are no official Spanish transla-
tions of this measure.

TESI-PRR is a 24-item parent-report measure for pre-
school-age children used to assess the frequency and
type of child exposure to traumatic events [48]. Earlier
versions of the TESI-PRR, TESI-Parent Report, have
demonstrated test-retest reliability [82]. A community
adapted TESI has demonstrated validity for screen-
ing for adverse childhood experiences (ACEs) [83]. The
TESI-PRR will be used throughout treatment to monitor
trauma exposures of the index child prior to enrollment
and changes while in treatment at baseline, post-assess-
ment, and follow-up assessment.

TSR is an interview used to gather information about
specific mental health services received outside of the
study treatment, lifetime treatment history, and treat-
ment received at the time of the baseline assessment. The
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interview details treatment type (individual vs. group),
provider type (psychologist, psychiatrist, social worker),
length (in years) and frequency of treatment, number of
hospitalizations, and medications prescribed [49]. The
TSR will be used throughout treatment to monitor men-
tal health services prior to enrollment and changes while
in treatment (baseline, post-assessment, and follow-up
assessment).

Plans to promote participant retention and complete
follow-up {18b}

Multiple pathways promote participant retention, enable
outreach, and reduce barriers to treatment engagement.
Participants in both treatment arms will be provided
compensation of $50 each for baseline assessment, post-
treatment, and follow-up assessments and $30 for each
of the four videotaped 15-min mother-child play interac-
tion assessments (at baseline assessment, mid-treatment
2, post-treatment, and at follow-up). Participants will
also be provided $10 in compensation for participating
in each of the 23 regular treatment sessions and $30 for
completing the two mid-assessments. Metro cards will
be provided to cover transportation costs. Compensa-
tion helps to defray potential barriers to engagement, like
childcare. Participants will only receive compensation for
completed study activities, and compensation will not be
contingent on study completion. Compensation is out-
lined during the consent process.

In addition to incentives, multiple avenues of contact
with participants, including collecting support system
contact information during informed consent, appoint-
ment reminders, and support for transportation, pro-
mote retention. Treatment is co-located in FPS agencies
to reduce access barriers. In addition, in each treatment
session, clinicians and participants review practical and
emotional barriers to engagement.

Participants have the right to withdraw from treatment
at any time. The principal investigator may also withdraw
participants because of safety concerns or attendance
non-adherence. Consistent with planned intent-to-treat
analyses, participants who withdraw or drop out of treat-
ment will continue to be assessed according to the study
timeline. For participants who discontinue treatment,
their rationale will be documented.

Data management {19}

All study data will be entered weekly into SPSS by
research staff trained by the project manager on entry
protocols documented in the standard operating proce-
dures for the study. Data will be monitored and super-
vised by the project manager, under the oversight of the
principal investigator. Data will be audited bi-weekly
through case summary reports. Data entry errors will be
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corrected, if applicable, and/or documented. Auditing
reports will be distributed to the principal investigator
for review. Original assessments will be stored in partici-
pant files on a secure web-based platform using only the
study identification code. No names will be recorded in
the assessment or database. Original assessments will be
kept for 6 years after study completion, as outlined dur-
ing informed consent.

Confidentiality {27}

In order to track study referrals prior to the consent
process, the principal investigator, clinical director,
project manager, and research coordinator will have
access to a password-protected referral log. Data from
the study will be kept on a secure server. The mate-
rials for each participant will be identified by identi-
fication numbers only. No names will be put on any
study materials, with the exception of consent and
assent forms, which will be stored in a separate loca-
tion from treatment and assessment files. The code
linking participant identifiers to their research data
will be stored in a separate password-protected file on
the secure server and will only be accessible to princi-
pal investigator, clinical director, project manager, and
research coordinator. In addition, all study materials,
including session notes and assessments, are recorded
through REDCap, which requires a virtual private net-
work internet transmission to access. Audio and video
recordings are stored in separate folders from other
participant information and sorted by clinician. Any
recordings viewed outside the study research staff, i.e.,
for DPICS coding, are de-identified through blurring
all faces and identifiable marks and adjusting the voice
pitch.

As one purpose of this study is to test a behavioral
intervention to reduce child maltreatment recidivism, we
will consult the child welfare database to obtain recidi-
vism data. Specific consent forms from each participant
allow access to these databases. Each participant’s unique
child welfare identifier is obtained from FPS with con-
sent; only this identifier is used to gain access to substan-
tiated claims.

Plans for collection, laboratory evaluation, and storage

of biological specimens for genetic or molecular analysis

in this trial/future use {33}

There will be no biological specimens collected in this
study.
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Statistical methods
Statistical methods for primary and secondary outcomes
{20a}
For all analyses, we will evaluate for outliers and func-
tional form misspecification. Estimation will use Huber-
White robust estimation as implemented in Mplus or
bootstrapping to accommodate non-normality and vari-
ance heterogeneity, as appropriate. Where possible, we
will pursue sensitivity analyses that allow us to address
bias due to measurement error [84]. Though we do not
expect clustering to be an issue, we will be sensitive to
clustering due to site and clinicians within sites, with
adjustments using the clustering algorithms in Mplus.
We will explicitly test for site differences in treatment
effects. We will adjust for multiple contrasts using a
Holm-modified Bonferroni method but recognize Bayes-
ian caution against doing so and the need for sensitiv-
ity analyses both with and without them [85, 86]. For all
multi-item scales, we will evaluate unidimensionality and
composite reliability using confirmatory factor analysis.
Analysis of HYP. 1(a): This hypothesis will be tested
in multiple ways. One approach will use a mixed effects
model (MEM) defined by the following equation:

Yy =Py + Puliy + BIPSTAR 4 Bt 4 Byt 5 IPSTAIR 4y 50 4y IMH + error,

(1)
where Y}, is the value of the symptom for ith subject at
time ¢, 7 STAR js an indicator for P-STAIR treatment hav-
ing value 1 if the ith subject is assigned P-STAIR and 0
otherwise, I is a vector of indicators for agency site
that the ith subject was recruited from, ™" is an indi-
cator whether or not the ith case was receiving mental
health services, and error;, is the error term consisting of
a random subject intercept plus random error. We also
will approach the data using a more traditional between-
condition single degree of freedom contrast for the rel-
evant outcome at follow-up with the baseline assessment
and other relevant control variables as covariates (i.e., an
ANCOVA type model). This entails comparing a media-
tor or outcome at a given point in time (e.g., at post-test
and at the mid-treatments) using the baseline measure
as a covariate. Within-condition across-time contrasts of
interest can be pursued using single degree of freedom
contrasts in the mixed effect modeling (MEM) frame.

Analysis of HYP. 1(b): The facets of PTSD at the
6-month follow-up constitute binary outcomes. The
hypothesis will be tested using logistic/probit regres-
sion (or another form of binary regression as dictated
by the data) to model the binary variable with the treat-
ment group and other potential confounders adjusted as
covariates.

Analysis of HYP. 2(a,b,c): These hypotheses will be
tested using the strategy described for Hyp. 1(a). For
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parenting attitudes, analyses will include total scores and
subscale scores.

Analysis of HYP. 3a: We will use a Bayesian-based
z-test to compare the proportion of families with sub-
stantiated maltreatment reports as well as the propor-
tion of cases with children placed in foster care. An exact
test will be used if these proportions are near 0. We will
test condition differences using an appropriate binary
regression model, for which treatment assignment, site,
and other relevant covariates will be used as predictors.
We will examine differences between P-STAIR and SC
groups using a count outcome of the number of mal-
treatment reports 1 year after treatment. An appropriate
count model (Poisson, negative binomial, and their ZIP
counterparts) will be isolated and applied [87-89].

Analysis of HYP. 3b: Tests of mediation will evaluate
the statistical significance of each path in the mediational
chain of interest (via the joint significance test of MacKin-
non) in a structural equation modeling framework [90].
The model will include paths from the mediators to the
outcome, from the P-STAIR condition to the mediators/
outcome, and relevant covariates. A causal path from
PTSD symptoms to parenting behaviors (DPICS) will be
included if our prior analyses suggest this is reasonable.

Interim analyses {21b}
No interim analyses are anticipated.

Methods for additional analyses (e.g. subgroup analyses)
{20b}
No additional analyses are planned.

Methods for protocol non-adherence or missing data {20c}
Primary analyses will be conducted using an intent-to-
treat population. Additionally, Complier Average Causal
Effect (CACE) and per-protocol populations analyses
will be conducted to evaluate efficacy [91]. ITT analy-
sis compares outcomes for all randomized individuals,
estimating the effects of randomization to condition on
outcomes. CACE identifies treatment individuals who
complied with treatment protocols and compares their
outcomes with control individuals who likely would have
been treatment compliers had they been assigned to the
treatment condition. Per-protocol analysis compares out-
comes for treatment compliers to all control individuals.
Each estimate is informative.

Plans for access to full protocol, participant-level data,

and statistical code {31¢}

The full protocol, datasets analyzed during the current
study, and statistical code are available from the corre-
sponding author upon reasonable request.
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Oversight and monitoring

Composition of coordinating centers and trial committees
{5d}

The coordinating center of the study is the research staff
at McSilver Institute for Poverty Policy and Research
at New York University (NYU). The decision-making
body of the study consists of the principal investiga-
tor (Michael Lindsey), the co-investigators (Kathrine
Sullivan and James Jaccard), senior project staff (Kelly
Ancharski and Mercedes Okosi). Together, the research
team works in tandem with all other working parts of the
study to maintain compliance, study deliverables, and
treatment fidelity.

Composition of the data monitoring committee: role

and structure {21a}

A data safety and monitoring board (DSMB), consist-
ing of a chair and two members, oversees the study. All
members are independent of the RCT and have no finan-
cial, scientific, or other conflict of interest with the study
and include experts in PTSD, clinical trial methodology,
child welfare, and biostatistics. Under the leadership of
the chair, Dr. Lisa Dixon, the DSMB will focus on the
conduct and progress of the study with special attention
to pooled safety and efficacy data. The DSMB will evalu-
ate study conduct (accrual), safety (adverse events), data
integrity (subject eligibility, protocol deviations), and the
risk benefit ratio for trial participants. The DSMB will
meet quarterly to conduct ongoing review of protocol
compliance.

Adverse event reporting and harms {22}

Several mechanisms are in place to monitor potentially
adverse events that participants may experience while
enrolled in the study, whether they are related to pro-
ject participation or not. These events are classified as
either reportable, adverse, or not harmful/expectable, as
described below, and will be reported to the NYU IRB,
DSMB, and NICHD, as appropriate. Per the NYU IRB, a
reportable event is an unanticipated problem involving
risks to participants or others (“Unanticipated Problem”)
and any event or information that (1) was unforeseen and
(2) indicates that the research procedures caused harm
to participants or others or indicates that participants or
others are at increased risk of harm. Some examples of
reportable events for the present study might be (1) emo-
tional breakdown requiring psychiatric intervention as a
result of study participation; (2) suicidal threat or behav-
ior as a result of study participation; namely, the serious
threat or attempt to inflict serious bodily harm to one-
self that may result in death; (3) serious violent threats or
behaviors as a result of study participation including any
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threats, ideations or attempts to seriously injure or kill
another person; or (4) experiences of IPV/family violence
as a result of study participation. Reportable (unantici-
pated; related to study participation; harmful) events will
be reported to NYU IRB, DSMB, and NICHD within 24
h and additional details of event and actions taken within
72 h. All DSMB findings are communicated to the IRB(s)
and NICHD. Any additional requests for information by
NYU IRB, DSMB, and/or NICHD will be responded to
accordingly.

Adverse but not “reportable” (anticipated in the con-
sent form or unanticipated; may or may not be associated
with study) events will be documented on the protocol
deviations log, including whether it appears to be related
to study participation. These events will be reported in
aggregate or summary form to NYU IRB annually, DSMB
at each scheduled meeting, and NICHD during the pro-
gress report. Clinical referrals will be provided at the
time of event, as needed. Not harmful/expectable (largely
anticipated and not harmful) events are not reported to
NYU IRB, DSMB, or NICHD, but clinical referrals will be
provided at the time of event.

Frequency and plans for auditing trial conduct {23}

A semi-annual internal audit will be conducted by the
DSMB to evaluate protocol compliance including con-
sent, inclusion/exclusion criteria, proper data storage,
efficacy, and participant safety. Bi-weekly data audits will
be administrated by the research team.

Plans for communicating important protocol amendments
to relevant parties {25}

Each year, the study will be renewed through NYU IRB.
Any interim changes to the IRB-approved materials
or protocol require additional IRB approval. Annually,
research staff will update the New York State Office of
Children and Family Services (OCFES) and ACS on pro-
ject status, including information about proposals sent
to NYU IRB and outside organizations and any proto-
col modifications approved by NYU IRB. Other report-
ing will be to ClinicalTrials.gov and NICHD. Necessary
changes to the ClinicalTrials.gov registration will be
updated by research staff as modifications are approved
by NYU IRB. Protocol amendments will be communi-
cated to NICHD during progress reports.

Dissemination plans {31a}

SMSC is committed to the open and timely dissemination
of research outcomes. In compliance with NYU and NIH
policy, this clinical trial has been registered with Clini-
calTrials.gov. The coordination team is responsible for
aggregate results and adverse event reporting at the con-
clusion of the study. Study results will be submitted not
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later than 1 year after the primary completion date. All
study investigators are aware of and agree to abide by the
principles for sharing research resources, as described by
NIH. The data generated in this RCT will be presented at
national or international conferences and published in a
timely fashion. All final peer-reviewed manuscripts that
arise from this proposal will be submitted to the digital
archive PubMed Central. In addition, working with our
collaborators at ACS, we will ensure broad dissemination
of our treatment procedures (should results warrant) to
the child welfare community.

Discussion

This is the first RCT to evaluate P-STAIR. If demon-
strated efficacious, P-STAIR will reduce maltreatment
recidivism among high-risk child welfare involved
mothers, ameliorating lives of children and families,
and reducing mental health stigma. The results from
this study are likely to have considerable policy and
funding impacts regarding preventive services and evi-
dence-based care mandates in line with the Family First
Prevention Services Act of 2018 [92].

In this first study of P-STAIR, the target population is
mothers and their children, but for future evaluations of
the intervention, SMSC aims to implement P-STAIR for
other populations, especially fathers involved in the child
welfare system. P-STAIR also has the potential to be used
in broader settings beyond preventative services. SMSC
believes, based on the flexibility and adaptability of the
treatment in the pilot, P-STAIR can be implemented via
different modalities, e.g., virtually and in-person. In the
COVID-19 pandemic, the pilot successfully transitioned
to virtual treatment. This also opens the door for future
studies that examine virtual vs. in-person efficacy of the
intervention. While testing is needed to determine reli-
ability and validity, establishing different iterations of
P-STAIR will expand the utility and accessibility of men-
tal health care for parents with PTSD.

Trial status

This is protocol version 1.0, dated July 26, 2021. Recruit-
ment began on May 26, 2021. Primary completion is
anticipated on June 20, 2025, with final study completion
anticipated on April 30, 2026.
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