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STUDY PREREGISTRATION
Promoting Treatment Access Following
Pediatric Primary Care Depression
Screening: Randomized Trial of Web-Based,
Single-Session Interventions for Parents and
Youths
STUDY SYNOPSIS
Introduction Summary
Major depression in youth is a serious psychiatric illness
with extensive acute and chronic morbidity and mortality.1

In 2018, the American Academy of Pediatrics released
updated practice guidelines promoting screening of youth
depression in primary care (PC) clinics across the country,
representing a critical step toward increasing early depres-
sion detection.2 However, the challenge of bridging
screening with service access remains. Even when diagnosed
by PC providers, <50% of youth with elevated depressive
symptoms access treatment of any kind.2 Thus, there is a
need for interventions that are more feasible for youths and
parents to access and to complete—and that may strengthen
parents’ likelihood of pursuing future, longer-term services
for their child.

Single-session interventions (SSIs) may offer a prom-
ising path toward these goals. SSIs include core elements of
comprehensive, evidence-based treatments, but their brevity
makes them easier to disseminate beyond traditional clinical
settings.3 Indeed, SSIs can successfully treat youth psycho-
pathology: in a meta-analysis of 50 randomized controlled
trials, SSIs reduced youth mental health difficulties of
multiple types (mean g ¼ 0.32).3 To date, one SSI has been
shown to reduce youth depressive symptoms in multiple
Randomized controlled trials (RCTs): the online “growth
mindset” (GM) SSI, which teaches the belief that personal
traits are malleable rather than fixed.4-8 As one example, a
30-minute GM-SSI led to significant 9-month MD symp-
tom reductions in high-symptom youths aged 12 to 15
years versus a supportive therapy control (N ¼ 96; ds ¼
0.60, 0.32 per parent and youth reports).6 Thus, GM SSIs
represents a scalable, evidence-based strategy for reducing
youth depressive symptoms.

The GM-SSIs can also strengthen parental beliefs about
the effectiveness of mental health treatment, which robustly
predict whether youths ultimately access services.9 A recent
RCT including 430 parents of youths aged 7 to 17 years
indicated that an online, 15-minute SSI teaching growth
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mindset of emotion (viewing emotions as malleable)
significantly increased parents’ beliefs that psychotherapy
could be effective, both for themselves (d ¼ 0.51) and for
their offspring (d ¼ 0.43), versus a psychoeducation con-
trol.6 By helping to reverse parents’ low expectancies for
treatment, this low-cost program may enhance parents’ odds
of seeking services for children with mental health needs.

Accordingly, this study will test whether empirically
supported GM-SSIs can help bridge the gap between PC-
based depression screening and access to depression ser-
vices for high-symptom youths. Youths reporting elevated
internalizing symptoms at a PC visit will be randomly
assigned to one of two conditions: Information, Psycho-
education, and Referral (IPR; ie, usual care) or IPR
enhanced with youth- and parent-directed online SSIs
(IPRþSSI), designed to reduce youths’ internalizing
symptoms and to improve parents’ mental health treatment
expectancies, respectively. We predict the following: (1)
IPRþSSI will increase parents’ treatment-seeking behaviors,
versus IPR alone, across 3-month follow-up; (2) IPRþSSI
will reduce youth depressive symptoms across 3-month
follow-up versus IPR alone; (3) IPRþSSI will reduce
parental stress and psychological distress across 3-month
follow-up, versus IPR alone; and (4) parents and youths
will rate this service delivery model as acceptable.

Method Summary
Figure 1 provides an outline of the study procedure, and
Figure 2 outlines the theoretical model for possible SSI ef-
fects. Per youth-reported internalizing symptom elevations
during a PC visit (score �5 on the Pediatric Symptom
Checklist internalizing subscale), eligible families (N ¼ 246;
youths aged 11�16 years) will be invited to participate in
the study. In online surveys, parents will self-report recent
treatment-seeking behaviors, expectancies for psychother-
apy, stress and psychological symptoms, and youth mental
health problems, along with family and demographic in-
formation; youths will self-report symptom levels. Within
the same survey, youths and parents will then be random-
ized (1:1 allocation ratio) to one of two experimental con-
ditions (IPRþSSI or IPR alone); those assigned to IPRþSSI
will complete an intervention feedback form immediately
postintervention. At 3-month follow-up, to assess SSI ef-
fects on parental treatment seeking, parental stress and
symptoms, and youth depressive symptoms, participating
youths and parents will complete the same questionnaires
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FIGURE 1 Outline of Study Procedure

Note: IPR ¼ Information, Psychoeducation, Referral. GM-SSI ¼ “growth mindset” Single-Session Intervention.

SINGLE-SESSION INTERVENTIONS YOUTH PRIMARY CARE
administered at baseline (see Table 1 for a timeline of all
study procedures.).

Significance
There is a need for novel, potent strategies to increase fam-
ilies’ access to youth mental health services following PC-
based symptoms screening. Ideally, such strategies would
FIGURE 2 Theoretical Model Illustrating Potential Patterns of Sin

Note: Top panel (A) reflects potential differential intervention effects on co-primary outc
primary outcomes.
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be low cost (eg, those that do not require new staff), would
involve both parents and youths to address the myriad factors
that may undermine service access, and would impose min-
imal burdens on PC providers. Results will indicate whether
one such strategy—providing online, low-cost SSIs to youths
and parents—may help reduce youth depressive symptoms
and promote treatment seeking in parents.
gle-session Intervention Effects

omes. Lower panel (B) reflects potential simultaneously intervention effects on co-
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TABLE 1 Schedule of Enrollment, Interventions, and Assessments

Schedule

Study Period

Enrollment
Allocation
(Baseline)

Postallocation

Follow-up
(3 mo)

Intervention
Administration

Immediate
Postintervention

Enrollment
Eligibility screen X — — — —

Informed consent/assent X — — — —

Allocation — X — — —

Interventiona

Youth-directed GM-SSIb — — X — —

Parent-directed GM-SSIc — — X — —

IPR only (control)d — X — — —

Assessment
Youth self-report
Pediatric Symptom Checklist — X — — X
Children’s Depression InventoryL2 — X — - X
Beck Hopelessness ScaleLShort form — X — X X
Implicit Theories of Personality Questionnaire — X — X —

Intervention Feedback Scale — — — X —

Parent report
Demographics — X — — —

Children’s Depression InventoryL2 — X — — —

Adverse Childhood Experiences Questionnaire — X — — —

Mental Health TreatmentLSeeking Checklist — X — — X
Pediatric Symptom Checklist — X — — X
Brief Symptom Inventory — X — — X
Barriers to Accessing Care Evaluation — X — — X
Mental Health Treatment Access — X — — X
Perceived Stress Scale — X — — X
Attitudes Toward Therapy Scale — X — X X
Beck Hopelessness ScaleLShort form — X — X X
Implicit Theories of Emotion Scale — X — X —

Intervention Feedback Scale — — — X —

Note: — ¼ not applicable; GM-SSI ¼ “Growth Mindset” Single-Session Intervention; IPR ¼ Information, Psychoeducation, and Referral.
aYouth-directed SSI,w30 minutes; parent-directed SSI,w15 minutes; youth�parent pairs randomized to both receive interventions or both receive no
intervention.
bYouth-directed growth mindset intervention.
cParent-directed growth mindset intervention.
dInformation, psychoeducation, and referral only (control).
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CORRECTIONS
J Am Acad Child Adolesc Psychiatry 2020;59(12):1408–1410.
In the 2019 Scientific Proceedings supplement to JAACAP, New Research Poster 3.35, “Pediatric
Acute-Onset Neuropsychiatric Syndrome and Autoimmune Family History” (2019;58:S206), the last

name of author Sydney Rice, MD, was listed incorrectly.
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In the Translations article “Digital Phenotyping With Mobile and Wearable Devices: Advanced
Symptom Measurement in Child and Adolescent Depression” by Lydia Sequeira, Marco Battaglia,

Steve Perrotta, Kathleen Merikangas, and John Strauss, published in the September 2019 issue of the Journal of the American
Academy of Child and Adolescent Psychiatry (2019; 9:841-845), there was a citation error involving quotations missing around
the following text: logged call events (ie, time/date of the call, duration, and contact of both incoming and outgoing calls), short
message service (SMS) text message events (ie, time/date and contact), screen on/off events (ie, time/date), app use (ie, what app was
launched, when, and for how long). The text should read “logged call events (ie, time/date of the call, duration, and contact of both
incoming and outgoing calls), short message service (SMS) text message events (ie, time/date and contact), screen on/off events (ie,
time/date), app use (ie, what app was launched, when, and for how long.”1
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Revision to Stage 1 Registered Report, “Promoting Treatment Access Following Pediatric Primary
Care Depression Screening: Randomized Trial of Web-Based, Single-Session Interventions for

Parents and Youths”

We (J. Schleider,M.Dobias, J. Fassler, A. Shroff, S. Pati) have submitted a formal amendment to our recently-accepted Stage
OneRegisteredReport at Journal of the American Academy of Child andAdolescent Psychiatry (https://doi.org/10.1016/j.jaac.2020.
01.025), "Promoting Treatment Access Following Pediatric Primary Care Depression Screening: Randomized Trial of Web-
Based, Single-Session Interventions for Parents and Youths." The COVID-19 pandemic has dramatically affected ongoing
research endeavors, with especially large impacts falling on community-based studies. Our pediatric primary care-based RCT,
outlined in this Registered Report, is no exception. The pandemic has substantially altered operations at our study recruitment
sites (nine ambulatory pediatric primary care practices affiliated with StonyBrookUniversity, located across SuffolkCounty,NY).
Due to these uncontrollable changes, it has become necessary to modify our originally-intended recruitment approach in order to
achieve our pre-registered sample size. In this letter, we outline the ways in which the COVID-19 pandemic has affected our
original recruitment approach, along with changes we plan to incorporate to ensure its successful completion.
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Initially, and as written in our present Registered Report, we planned to recruit adolescents (ages 11-16) reporting
elevated internalizing distress (per a youth-report Pediatric Symptom Checklist "Internalizing" score of �5) from 9 pediatric
primary care offices affiliated with Stony Brook University. However, the COVID-19 pandemic caused all of our study
recruitment sites to close to children >2 years old for 3.5 months, starting in March 2019—just 6 weeks after the trial was
launched (we are located in New York, which was the nation’s pandemic epicenter at that time, and these office closures were
a public health necessity.) Thus, we paused recruitment during this 3.5 month emergency closure period. We recruited 23
families into our trial (of our target N of 246), using our original recruitment criteria, prior to COVID-related office
closures.

When the 9 pediatric primary care offices re-opened in late June 2020, 3 of these offices were converted to "COVID-
only and/or subspecialist-only” centers, and only 6 are now open for general pediatric "well visits", which are the type of visit
during which the Pediatric Symptom Checklist is routinely administered in Stony Brook-affiliated PC offices in accordance
with Bright Futures guidelines from the American Academy of Pediatrics. Thus, the maximum number of offices we could
recruit from, among those specified in our original recruitment strategy, is now six—not nine.

To comply with new safety and social distancing requirements, these 6 offices can operate at a maximum of 75% patient
capacity. Recruiting from just six offices operating substantially below-capacity will not allow us to achieve our target sample
of N¼246 within the time-period allotted by the grant that is funding this study—even after being granted a 12-month no
cost extension (which we have already obtained from the Foundation supporting the project). Unfortunately, it is impossible
for us to predict when (and if) these 6 offices will return to 100% operating capacity, and/or when the remaining 3 offices
will re-open to non-COVID patients.

In order to increase our trial recruitment rate, while simultaneously ensuring that all youths who might benefit from our
interventions receive the opportunity to participate, we now plan to expand our inclusion criteria for the trial. Specifically,
we plan to broaden our definition of youths who qualify as “high-risk” for depression, such that youths meeting one or more
of the following criteria will be eligible to participate in the trial:

1. Youths aged 11-16 who report a PSC-Y score of �5, reflecting self-reported clinical elevations in youth internalizing
problems; AND/OR

2. Youths aged 11-16 whose parent reports a PSC score of >5, reflecting parent-reported clinical elections in youth
internalizing problems; AND/OR

3. Youths aged 11-16 who have received or attempted to access treatment for depression in the previous year, given that
depression is likely to recur.

There are at least three advantages to broadening our inclusion criteria in this way. First, our new criteria maximize the
odds that youths at-risk for depression will be identified and offered access to trial participation, which includes access to free,
evidence-based interventions for adolescents and their parents. That is, if an adolescent does not report their depressive
symptoms during their PC visit (e.g., due to privacy concerns or worries about the consequences of disclosing distress),
youths may still be identified as “high-risk” should their parent or caregiver identify such symptoms. Likewise, youths who
are at substantially elevated risk for major depression due to a recent history of depression (indexed by receipt treatment-
seeking or treatment-involvement) may experience symptom reductions following completion of the intervention tested
in this trial, per results of a previous test of the same intervention in at-risk youth (where the definition of ‘at-risk’ included
recent receipt of treatment; Schleider & Weisz, 2018).

Second, criteria (2) and (3) will allow us to assess whether, and how, SBU-affiliated PC offices should expand their
standard screening for adolescent depression, with the goal of identifying all youths who may benefit from mental health
support. Criterion (1) is presently incorporated into the existing pediatric PC mental health screener at SBU-affiliated clinics;
however, prior treatment-seeking and parent-reports of adolescent internalizing problems are not routinely assessed in adolescent
patients. For the purposes of this trial, Criterion (1) will be assessed via medical record review, whereas Criteria (2) and (3)
will be assessed via a follow-up phone call to potentially eligible families. By assessing multiple indices of potential youth
depression risk, this study will allow us to quantify how many adolescents who might want or need mental health support
(indexed by their interest in participating in this present trial, which evaluates a treatment for youth depression) are being
missed by SBU’s current screening practices.
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Third, compared to our original inclusion criteria, our new inclusion criteria are more consistent with those utilized in
current and past trials of the interventions tested in this trial [1-2]. This similarity will directly facilitate cross-trial com-
parison of intervention effects, facilitating a cumulative literature on the programs’ effects in adolescents at-risk for and
experiencing depressive symptoms.

We propose no changes beyond these expanded recruitment criteria. We plan to use the same measurement battery at all
study time-points, the same 1:1 randomization structure, the same approach to consenting prospective families to take part
in the study, the same measurement battery at pre-intervention, post-intervention, and follow-up, the same target sample
size, and the same analytic approach (accounting for the new number of clinics we are able to recruit from in the study).

We appreciate the chance to update our planned approach to ensure our study’s feasibility. Likewise, in keeping with the
goal of the Registered Report model, we are grateful for the opportunity to maintain full transparency as to precisely when,
why, and how we now must alter specific elements of our approach.
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Corrections to text:
In the fourth paragraph of the Introduction Summary, the following sentence has been corrected: “Youths identified

as at-risk for depression at a PC visit will be randomly assigned to one of two conditions: Information, Psycho-
education, and Referral (IPR; ie, usual care) or IPR enhanced with youth- and parent-directed online SSIs (IPRþSSI),
designed to reduce youths’ internalizing symptoms and to improve parents’ mental health treatment expectancies,
respectively.”

In the first paragraph of Methods Summary, the following sentence has been corrected: “Per youth- or parent-reported
internalizing symptom elevations during a PC visit (score �5 on the Pediatric Symptom Checklist internalizing subscale), or
a past-year history of seeking treatment for youth depression, eligible families (N ¼ 246; youths aged 11–16 years) will
be invited to participate in the study.”

Figure 1 has been reprinted below:
FIGURE 1 Outline of Study Procedure
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Note: IPR ¼ Information, Psychoeducation, Referral. GM-SSI ¼ “growth mindset” Single-Session Intervention.
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