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Abstract

Background: Posttraumatic stress disorder (PTSD) disproportionally affects low-income, racial 

and ethnic minoritized communities, where prevalence is high, yet access to evidence-based 
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treatments (EBTs) is low. As such, there is a need to identify effective, feasible, and scalable 

interventions for PTSD. Stepped care approaches that include brief, low-intensity treatments are 

one approach to improving access yet have not been developed for adults with PTSD. Our study 

aims to test the effectiveness of a step one PTSD treatment in primary care while gathering 

information on implementation to maximize sustainability in the setting.

Methods: This study will be conducted in integrated primary care in the largest safety net 

hospital in New England using a hybrid type 1 effectiveness-implementation design. Eligible trial 

participants are adult primary care patients who meet full or subthreshold criteria for PTSD. 

Interventions include Brief clinician-administered Skills Training in Affective and Interpersonal 

Regulation (Brief STAIR) versus web-administered STAIR (webSTAIR) during a 15-week 

active treatment period. Participants complete assessments at baseline (pre-treatment), 15 weeks 

(post-treatment), and 9 months (follow-up) post-randomization. We will assess feasibility and 

acceptability post-trial using surveys and interviews with patients, study therapists, and other 

key informants, and will assess the preliminary effectiveness of interventions in terms of PTSD 

symptom change and functioning.

Conclusion: This study will provide evidence for the feasibility, acceptability, and preliminary 

effectiveness of brief, low-intensity interventions in safety net integrated primary care, with the 

aim of including these interventions in a future stepped care approach to PTSD treatment.

Clinical Trial Number:  NCT04937504
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posttraumatic stress disorder; effectiveness; implementation; hybrid; stepped care

1. Introduction

Violence is a rapidly growing crisis in the United States and is concentrated in low-income, 

racial and ethnic minoritized communities,1,2 where rates of violence exposure are as high 

as 94%.2 Consequentially, PTSD prevalence in these communities is up to 50%,3 compared 

to 6% in the general population.4 Although trauma exposure and PTSD prevalence is 

well-documented, the treatment gap is large, with only 13% of patients with PTSD receiving 

any mental health treatment,5 and only 57% of whom receive a minimally adequate dose of 

therapy.6

Multi-level barriers drive racial and socioeconomic disparities in access to evidence-based 

treatments (EBTs) for PTSD. Despite strong evidence for their efficacy, current first-line 

EBTs for PTSD such as cognitive processing therapy (CPT)7 and prolonged exposure 

(PE)8 are burdensome on healthcare systems, often making them unsustainable in usual 

care.9–11 This is particularly the case in low-resource settings where there are few mental 

health specialists and limited access to EBT trainings.12–15 At the patient-level, medical 

mistrust due to historical and ongoing maltreatment (including discrimination) in healthcare 

settings,16,17 low mental health literacy, and stigma18–21 contribute to under-engagement 

in mental health treatment. Although racially minoritized patients can equally benefit from 

EBTs,22 these patients are at 30% lower odds of achieving meaningful improvement23 

and are less likely to complete treatment.22,24 Differences in treatment engagement and 
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outcomes underscore the potential need to adapt interventions and address system inequities 

that drive large treatment gaps. For example, preparing interventions for implementation in 

less stigmatized settings (primary care),12 evaluating the need for cultural adaptation (e.g., 

consideration of race-based stress and trauma within treatment models),25,26 or considering 

the need for adjunctive structural (social needs) interventions.

Stepped care for PTSD may make treatments more patient-centered, accessible, and 

equitable by establishing a continuum of options that balance clinical effectiveness, patient 

preferences, and implementation feasibility.27 Stepped care approaches typically begin with 

interventions that are low-intensity (step one), and progress to more intensive care (step 

two) if indicated. Step one interventions may be less burdensome on the care setting, 

more appealing for patients not yet ready to engage in high-intensity therapies that require 

emotional or cognitive reprocessing of the trauma memory or reminders, and delivery in 

non-specialty settings (e.g., primary care, web-administered) may promote engagement for 

patients facing stigma-related barriers to care. Yet, stepped care models for PTSD have not 

been developed for adults.28

In this paper, we describe the study protocol for the “Implementing a Skills Training 

Evidence-Based Treatment for PTSD” (I-STEP) study that takes place in a safety net 

hospital setting. Safety net hospitals provide health care services regardless of patients’ 

ability to pay and primarily serve racially minoritized and low-income patients.29 The 

I-STEP study will pilot two candidate “step one” interventions for PTSD in primary care: 

Clinician-administered Brief Skills Training in Affective and Interpersonal Regulation (Brief 

STAIR)30,31 and web-administered STAIR (webSTAIR).32

STAIR is a transdiagnostic empirically supported cognitive behavioral therapy that has 

demonstrated effectiveness in a variety of contexts, including safety net settings.30,33–36 

STAIR focuses on improving psychosocial functioning through emotion management and 

social skills and does not require recounting the trauma memory, making it highly tolerable. 

Further, the focus on functional improvement (rather than psychopathology) may be more 

acceptable to patients experiencing high mental health stigma. Brief STAIR maintains the 

same goals as the longer version of STAIR, adapted for brief (5-session) delivery in primary 

care (also called STAIR-PC).31 WebSTAIR contains the same core components of Brief 

STAIR in a web-administered, self-directed platform.37 Both synchronous Brief STAIR 

and asynchronous webSTAIR have shown similar effect sizes in PTSD. STAIR and Brief 

STAIR have been shown to reduce PTSD and improve psychosocial functioning in two 

randomized controlled trials (RCT)31,38 and three open trials,36,39,40 with PTSD outcomes 

consistently exceeding effect sizes of .80. A peer-delivered format of Brief STAIR has been 

tested in an open trial in our setting.40 WebSTAIR has been tested in 5 studies including 

2 open trials,37,41 1 comparative trial42 and one randomized controlled trial,43 with pre-to-

post PTSD effect sizes ranging from .53 to 1.04. The low-intensity, low system-burden, 

and demonstrated effectiveness of each modality suggests either may be suitable step one 

interventions. To date, testing of Brief STAIR and webSTAIR has been limited to Veteran 

Health Administration (VHA) settings, and implementation outcomes of each modality have 

not been compared in an RCT. Given the unique challenges of treatment implementation 

in low-resource settings, there is a need to optimize and test these treatments. Our hybrid 
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type 1 effectiveness-implementation trial design44 will allow us to assess the feasibility, 

acceptability, and preliminary effectiveness (PTSD symptoms, functioning) while gathering 

information on implementation of both modalities.

2. Methods

2.1 Setting

The I-STEP study takes place in primary care clinics at the largest safety net hospital 

in New England, serving approximately 50,000 patients. Most patients are people with 

low-income, over 60% identify as people from racial or ethnic minoritized groups, and 

70% are insured by Medicaid. To accommodate the high demand for behavioral health 

services, primary care utilizes an integrated behavioral health (IBH) model, which relies 

on collaboration, communication, and colocation of primary care physicians and behavioral 

health specialists. IBH prioritizes brief, effective, low-intensity interventions, and utilizes 

a stepped-care approach in which patients are offered least-intensive treatments first, then 

referred to higher levels of care when needed, making IBH an ideal setting for testing of a 

step one intervention for PTSD. Since the Covid-19 pandemic, referral volume has increased 

by 80% and show rates have increased by 62%, underscoring the urgent need for effective, 

scalable interventions.

2.2 Formative Work

Our I-STEP interventions and implementation blueprint were tailored to the local setting 

using participatory methods. During the trial planning period, integrated primary care 

leadership was presented with multiple first-line EBTs for PTSD (including CPT-C and 

PE). Brief STAIR was selected as an ideal candidate step one intervention due to its 

brevity, low-intensity, and demonstrated effectiveness in VHA primary care.31 We conducted 

a developmental formative evaluation (Oct 2018-Jan 2020) to tailor Brief STAIR to the 

local setting and worked closely with patient and provider community advisory boards 

(CAB) to prepare for the trial.45,46 We conducted a second developmental formative 

evaluation (Oct 2020-Feb 2021) to refine the intervention and implementation blueprint 

due to Covid-19-related changes to the setting and increased attention on the role of racism 

in PTSD treatment implementation.47,48 Our study redesign (due to Covid-19) yielded the 

addition of webSTAIR (which requires no therapist time) as a comparator for its potential in 

alleviating provider burden while maximizing access. The local setting was not receptive to 

randomizing patients to a true control condition. Full detail of our formative work and CAB 

engagement is published elsewhere.45–48

2.3 Trial Design

I-STEP is a single site, unmasked, hybrid type 1 effectiveness-implementation44 trial 

assessing the feasibility, acceptability, and preliminary effectiveness of Brief STAIR and 

webSTAIR while gathering data on implementation. We aim to randomize 60 patients (30 

in each condition). Participants complete study survey assessments at baseline (0 weeks), 

15 weeks (active treatment), and 9-months post-randomization (follow-up; see Figure 1). To 

ensure consistency in timing of data collection, assessments are not linked to condition or 

amount of content completed.
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We hypothesize that: 1) Brief STAIR and webSTAIR will be effective in reducing PTSD 

symptoms (primary effectiveness aim) and mental health symptoms (secondary effectiveness 

aim); 2) Brief STAIR (clinician-administered) will have advantages over webSTAIR (self-

directed) in terms of treatment completion; and 3) webSTAIR will evidence advantages 

over Brief STAIR in regard to scalability and sustainability. This trial is conducted in 

accordance with government regulation, has been approved by Institutional Review Board, 

and is pre-registered at clinicaltrials.gov [NCT04937504].

2.4 Clinical Trial Procedures

See Table 1 for full eligibility criteria. Generally, eligible patients are adults seen in primary 

care who may benefit from PTSD treatment, including those who meet full or subthreshold 

criteria for PTSD based on the Diagnostic and Statistical Manual of Mental Disorders, 5th 

edition (DSM-5).49 That is, patients must endorse a Criterion A trauma exposure assessed on 

the Life Events Checklist for the DSM-5 (LEC-5)50 and meet full or subthreshold criteria for 

PTSD using the PTSD Checklist for the DSM-5 (PCL-5).51 Full PTSD criteria is defined as 

endorsement of (score ≥2) of at least 1 Criterion B item (questions 1-5), 1 Criterion C item 

(questions 6-7), 2 Criterion D items (questions 8-14), and 2 Criterion E items (questions 

15-20). Subthreshold PTSD is defined as endorsement of 2-3 B-E criteria.52 Given that the 

IBH setting is designed to provide care to those with mild-moderate symptom severity—and 

the potential transdiagnostic benefit of STAIR on depressive symptoms, we included patients 

with subthreshold PTSD. The research assistant (RA) will administer the LEC-5 and PCL-5 

to assess eligibility. To reduce inflation of symptoms reported due to general distress, the RA 

will be trained to ensure participants anchor symptoms to the Criterion A event.53

Per local setting preference, all recruitment is therapist-mediated. If a therapist determines 

PTSD treatment may be appropriate, they present all treatment options for PTSD, including 

Brief STAIR and webSTAIR. If the patient is interested, the therapist obtains patient 

permission to be contacted by study staff. Then, the RA calls the patient to describe the 

study, determine eligibility, and obtain informed consent via electronic signature. Those 

who do not enroll in the study will receive standard of care from their therapist, which 

may include Brief STAIR. However, at this stage, webSTAIR is only available to study 

participants. We aim to expand access to webSTAIR to all patients in the local setting via 

contracting with the vendor.

After completion of the baseline, patients are randomized to Brief STAIR or webSTAIR in a 

1:1 ratio using a computer-generated sequence developed by a biostatistician not involved in 

recruitment or intervention assignment. Randomization is stratified by full vs. subthreshold 

PTSD to ensure equal assignment across diagnostic groups. Upon randomization, all 

participants are assigned a study therapist responsible either for delivery of Brief STAIR 

or treatment oversight for webSTAIR (“clinician on record”). The RA communicates 

assignments to the patient and therapist, and the patient begins the active treatment period 

(week 0-15). During the active treatment period, the RA conducts biweekly check-ins 

(via phone/text), which include collection of PTSD symptoms (PCL-5) and webSTAIR 

engagement (time spent, modules completed). The RA documents this information in the 

electronic medical record for the therapist to view. At the end of the active treatment 
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period (week 15), patients complete an assessment and the therapist determines a plan for 

follow-up care. The final assessment takes place 9 months post-randomization. Patients are 

compensated $20 for completion of each study assessments but are not compensated for 

therapy visits.

As another IRB approved sub-study, the RA will offer participants who have reached the 

9-month assessment participation in an optional 30-minute exit interview, and will obtain 

abbreviated verbal consent. We aim to recruit 30 patients to complete the exit interview, 

including 20 engagers (10 per condition) and 10 non-engagers (5 per condition). Participants 

will receive an additional $20 for completion of the interview.

2.3 Treatment Conditions

2.3.1 Clinician-administered Brief STAIR—Participants randomized to Brief STAIR 

complete five 30-minute sessions with a study therapist via telemedicine or in-person 

based on patient preference and Covid-19 restrictions in the setting. Brief STAIR is five 

sessions and includes all core elements of traditional 10-session STAIR.30,31 Each session 

begins with review of the patients’ most recent PCL-5 score (documented in the medical 

record by the RA). Session 1 provides psychoeducation around the impact of trauma 

on emotions and relationships, an introduction to the treatment program structure, and a 

focused breathing exercise. Sessions 2-4 focus on emotion regulation skills across the body, 

thought, and behavior channels (i.e., the cognitive behavioral therapy triad).54 These include 

emotion regulation techniques such as focused breathing and emotion surfing to down-

regulate symptoms of over-activation (e.g.,, anxiety, hyperarousal) and techniques such as 

behavioral activation and pleasurable activities planning to up-regulate individuals when 

they are in a depressive or dysthymic state. Session 5 focuses on compassion, strategies for 

improving social engagement and sustaining relationships (e.g., conflict resolution), review 

of treatment progress, and a plan to continue use of skills.

2.3.2 Web-administered webSTAIR—Participants randomized to webSTAIR 

complete the program at their own pace. WebSTAIR includes the same content as Brief 

STAIR in ten online modules, which use audio, video, and text delivery of psychoeducation 

and therapy components, and interactive exercises to assist in skills practice.32 All 

webSTAIR participants will have a therapist on record for treatment oversight (in case 

higher-level of care is needed) and for treatment planning purposes. In some cases, 

webSTAIR participants will have access to their study therapists for sessions outside of 

this treatment, i.e., support that is not PTSD-specific. This may include regular therapy 

sessions (which typically occur every 4-6 weeks in usual care), but not Brief STAIR or 

other trauma-focused therapies during the treatment window. The RA provides patients with 

unique login information, technology support, and lightly encourages engagement through 

biweekly reminder phone calls/texts. The principal investigator (PI) and RA have access 

to administrator-level login, which allows them to access behavioral data on participant 

progress (time spent, modules completed). To protect patient privacy, open text fields within 

webSTAIR (e.g., personal written answers to exercises and modules) are not viewable by 

study staff. Patients have access to the program for all 9 months of study participation, 
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though progress is only reported back to study therapists during the active treatment phase 

(weeks 0-15).

2.4 Study Therapists: Training, Fidelity, and Supervision

Study therapists (N=10) are behavioral health specialists in integrated primary care, 

including Master’s-level social workers and doctorate-level psychologists. The PI, a 

nationally certified trainer in Brief STAIR, leads a 4-hour didactic training available to 

all therapists. Study therapists receive the Brief STAIR manual developed by Drs. Cloitre, 

Ortigo, & Gupta, and tailored to the local setting by the PI and CAB. Post-training, the 

study team sends a follow-up email to determine interest in research participation. Therapist 

participation in the study is voluntary. To account for therapist turnover and maximize 

uptake in usual care, trainings are ongoing as new hires and trainees join the clinic. During 

the trial, the PI provides ongoing supervision to study therapists through biweekly group 

consultation and individual written feedback on each session of the first two training 

cases. Consultation includes case review and discussion of real-time barriers/facilitators 

to implementation. All Brief STAIR sessions are audio-recorded to allow for fidelity 

assessment. Fidelity checklists (developed by Dr. Cloitre30 and adapted for our version 

of the manual) assess adherence, defined as completion of all session components (0 = not 

implemented, 1 = implemented, N/A = unable to complete), and competency, defined as how 

skillfully each component was delivered from 0 (not completed) to 7 (excellent). Average 

adherence and competency scores are calculated for each session. Fidelity monitoring for the 

purposes of training (written feedback on two training cases) happens in real-time. Overall 

fidelity will be calculated at study completion based on 20% of Brief STAIR sessions 

selected at random. Fidelity will be assessed by two raters.

2.5 Provider Assessment Procedures

Post-trial (or, upon completion of study participation), study therapists and key informants 

complete surveys and a semi-structured interview with the PI to assess implementation 

outcomes of feasibility and acceptability. Key informants (N=15) are hospital employees in 

the integrated primary care setting who are not responsible for delivering Brief STAIR, 

including primary care physicians and leadership. Therapists and key informants are 

compensated $20 for the completion of post-trial assessments.

3. Outcomes (Table 2)

3.1 Feasibility

Feasibility, defined as the extent to which the intervention can be implemented as intended, 

is measured as patient retention (e.g., recruitment rates, assessment completion rates, 

engagement in content), therapist fidelity to Brief STAIR (benchmark adherence rating of 

75%+ and overall competency score of 4+), and synthesis of interview data with patients, 

study therapists, and key informants.

3.2 Provider Acceptability

Acceptability is defined as the tolerability of the intervention in the real-world setting. 

The PI, a clinical psychologist in the local setting with expertise in implementation 
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and interviewing techniques, conducts post-trial interviews with study therapists and key 

informants to elicit qualitative information on provider acceptability. Questions include 

implementation considerations (e.g., recommendations to promote sustainability and uptake 

in the setting) and study therapists are asked to describe their experience delivering Brief 

STAIR (e.g., observed outcomes, challenges, the potential need for cultural adaptations to 

the intervention). See Table 3 for interview guide.

3.5 Patient Satisfaction (Acceptability)

The Client Satisfaction Questionnaire (CSQ-8)55 assesses patient acceptability of the 

intervention. The CSQ-8 consists of 8 items scored on a 1 to 4 Likert scale, with higher 

scores indicating greater satisfaction. For those who opt-in, exit interviews will qualitatively 

assess patient acceptability (satisfaction). See interview guide in Table 3.

3.4 Preliminary Effectiveness

3.4.1. PTSD Symptoms (Primary outcome)—We use the PCL-551 to assess PTSD 

symptoms. The PCL-5 includes 20 items, which map onto DSM-5 criteria for PTSD. Items 

are scored on a 5-point Likert scale to indicate symptom severity (0 – not at all to 4 

– extremely), with a possible total score of 0-80. A score ≥ 33 is considered clinically 

elevated.56

3.4.2 Functioning (Secondary outcome)—We use the Interpersonal Support 

Evaluation List (ISEL-12)57 to assess social functioning and the Brief Symptom Inventory 

(BSI-18)58 to assess general mental health functioning.

3.4 Implementation Process

Provider-completed surveys follow constructs outlined by the Consolidated Framework 

for Implementation Research (CFIR)59 to assess indicators relevant to implementation 

success. Measures include the Level of Integration Measure (LIM)60 to assess perceptions of 

integrated care in the setting, and the Implementation climate scale (ICS)61 to assess level 

of support for EBT implementation. Study therapists complete the Evidence-Based Practice 

Attitude Scale (EBPAS-15)62 to assess attitudes towards EBTs, Organizational Readiness to 

Change Assessment (ORCA)63 to assess readiness for implementation in the setting, and 

the Perceived Characteristics of Intervention Scale (PCIS)64 to assess attitudes towards Brief 

STAIR.

3.5 Exploratory outcome

Changes in patterns of healthcare utilization is assessed via chart review from 6 months 

pre-treatment to 6 months post-treatment. We extract variables from the medical record 

including number of visits, visit types/departments, no-shows, etc. to characterize healthcare 

utilization.

3.6 Covariates and Predictors of Engagement

Patient survey data elicits information on covariates and predictors of engagement, including 

demographic information (e.g., self-identified gender, sexual orientation, age, education, 
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marital status, race, ethnicity, family income), exposure to new traumatic events, stress 

responses related to Covid-19, stress responses related to experiences of racism, stigma, and 

help-seeking attitudes. See Table 2 for full list of measures.

4. Data Analysis

4.1 Quantitative Data

In terms of feasibility, fidelity and treatment progress is evaluated using researcher-

completed checklists for Brief STAIR and website behavioral data for webSTAIR. For 

retention, we will estimate rates of recruitment, assessment completion, and attendance/

engagement, and provide standard errors based on the binomial distribution. All survey 

data is stored in REDCap, a HIPAA-compliant, password-protected, electronic database 

and analyses will be conducted using SPSS. Prior to analysis, variables will be checked 

for inconsistent/missing values, and adjusted for normality. Following intention-to-treat 

principles, data from all randomized participants will be included and multiple imputation 

will account for missing data in participants lost to follow-up. Quantitative longitudinal 

analysis will examine changes in effectiveness outcomes, PTSD symptoms and functioning, 

across three time points as a function of condition. Statistical tests will compare changes 

in outcomes over time (t-test, Wilcoxon rank sum) and between conditions (ANOVAs, 

linear regression). Tests will employ two-tailed p-values (alpha = .05). T-tests will compare 

healthcare utilization across 6 months pre-treatment and 6 months post-treatment.

An N of 60 provides statistical power necessary to compare means between groups, and 

to test for mediators and covariates utilizing regression analyses. Our patient recruitment 

timeline was estimated based on referral numbers and patient needs in IBH during the 

trial-planning period. We expect at least 20% of the over 500 referrals to IBH monthly may 

meet our inclusion criteria. Due to therapist capacity, we conservatively estimate enrollment 

of 1 patient per week, for 18 months.

4.2 Qualitative Data

Interviews will be audio-recorded and immediately transferred onto a password protected 

network drive only accessible by the study team. Interviews will be transcribed verbatim 

(except for identifiable information). We will use NVIVO 10 to organize and manage 

data analyzed using a directed content analysis approach65 of post-study interviews. 

Our codebook for these analyses will align with the implementation outcomes outlined 

by Proctor’s Taxonomy.66 We will additionally collect recommendations on intervention 

adaptations to promote uptake and sustainability, including considerations of cultural 

adaptations to content.25

4.3 Data Integration

A mixed-methods summative evaluation67 post-trial will integrate quantitative and 

qualitative data on effectiveness and implementation outcomes. Drawing on the deductive 

and inductive codes identified through the directed content analysis approach, we will draw 

comparisons across intervention modality and data sources and assess for recurring themes 

and trends relating to appropriateness, acceptability, feasibility, and sustainability.65,68 
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Quantitative data will be embedded within qualitative data to build upon and strengthen 

findings, and integration will provide a richer understanding of implementation factors and 

outcomes in the setting. The CABs will assist with interpretation of findings and further 

adaptation, maintenance, and evolution of interventions in this setting.

5. Discussion

Stepped care approaches to PTSD treatment are one public health solution to improve 

access and engagement to EBTs for PTSD, yet how to best sequence interventions has 

not been developed for adults with PTSD. This study aims to test the delivery of brief, 

low-intensity step one interventions in an integrated primary care setting. Our use of a 

hybrid type 1 design44 will allow us to assess feasibility, acceptability, and preliminary 

effectiveness of two modalities of the intervention, while gathering information on important 

implementation factors. Implementation process data will inform iterative refinement of the 

interventions and an implementation blueprint. The trial will also contribute to knowledge 

on translation of EBTs to low-resource communities historically excluded from research, 

and will lay the foundation for development of stepped care approaches to PTSD treatment 

that spans primary care and specialty care settings. Future studies may also tease apart best 

strategies for embedding web-administered interventions, either as stand-alone/self-directed 

or in adjunct to therapy.

The study design is not without limitations. The study does not utilize a true control 

condition and is not sufficiently powered to assess comparative effectiveness. We chose 

to compare Brief STAIR and webSTAIR without a true control condition to maximize 

treatment access, as the local setting was not receptive to randomizing patients to treatment-

as-usual or other type of control. Recruitment for the study relies on clinician-mediated 

referral, which may limit the generalizability of results. For example, it is possible that this 

recruitment strategy (versus universal screening) may lead to a sample in the higher range 

of PTSD symptom severity. In addition, representativeness our sample is limited due to the 

exclusion of non-English speakers at this developmental phase. Language adaptations are 

planned post-trial. Rather than gold standard clinician-administered assessment of PTSD, 69 

this study relies on the PCL-5, a validated self-report measure that a) may be more readily 

adopted in the setting due to its short administration time (5min v. 45-60min), and b) may be 

more sustainable within measurement-based care in the local setting.

Current Study Status

The I-STEP trial began June 30th 2021. At the time of this submission, 58 of 60 participants 

have been randomized.

Acknowledgements

This study was funded by the National Institute of Mental Health K23MH11722.

Abbreviations

PTSD Posttraumatic stress disorder

Godfrey et al. Page 10

Contemp Clin Trials. Author manuscript; available in PMC 2024 August 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript



STAIR Skills training in affective and interpersonal regulation

EBT Evidence-based treatment

CPT Cognitive processing therapy

PE Prolonged exposure

VHA Veterans health administration

I-STEP Implementing a skills training evidence-based treatment for PTSD

IBH Integrated behavioral health

RCT Randomized control trial

DSM-5 Diagnostic and Statistical Manual of Mental Disorders, 5th edition

LEC-5 Life events checklist for the DSM-5

PCL-5 PTSD checklist for the DSM-5

RA Research assistant

CAB Community advisory board

PI Principal investigator

CSQ-8 Client satisfaction questionnaire, 8-item

ISEL-12 Interpersonal support evaluation list, 12-item

BSI-18 Brief symptom inventory, 18-item

CFIR Consolidated framework for implementation research

LIM Level of integration measure

ICS Implementation climate scale

EBPAS-15 Evidence-based practice attitude scale, 15-item

ORCA Organizational readiness to change assessment

PCIS Perceived characteristics of intervention scale

References

1. Schleimer JP, Buggs SA, McCort CD, et al. Neighborhood Racial and Economic Segregation and 
Disparities in Violence During the COVID-19 Pandemic. Am J Public Health. 2022;112(1):144–
153. doi:10.2105/AJPH.2021.306540 [PubMed: 34882429] 

2. Gillespie CF, Bradley B, Mercer K, et al. Trauma Exposure and Stress-Related Disorders 
in Inner City Primary Care Patients. Gen Hosp Psychiatry. 2009;31(6):505–514. doi:10.1016/
j.genhosppsych.2009.05.003 [PubMed: 19892208] 

Godfrey et al. Page 11

Contemp Clin Trials. Author manuscript; available in PMC 2024 August 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript



3. Gluck RL, Hartzell GE, Dixon HD, et al. Trauma exposure and stress-related disorders in 
a large, urban, predominantly African-American, female sample. Arch Womens Ment Health. 
2021;24(6):893–901. doi:10.1007/s00737-021-01141-4 [PubMed: 33990847] 

4. U.S. Department of Veterans Affairs National Center for PTSD. How Common Is PTSD in Adults? 
Updated February 3, 2023. Accessed February 15, 2023. https://www.ptsd.va.gov/understand/
common/common_adults.asp

5. Alim TN, Graves E, Mellman TA, et al. Trauma exposure, posttraumatic stress disorder and 
depression in an African-American primary care population. J Natl Med Assoc. 2006;98(10):1630–
1636. [PubMed: 17052054] 

6. Wang PS, Lane M, Olfson M, Pincus HA, Wells KB, Kessler RC. Twelve-month use of mental 
health services in the United States: results from the National Comorbidity Survey Replication. 
Arch Gen Psychiatry. 2005;62(6):629–640. doi:10.1001/archpsyc.62.6.629 [PubMed: 15939840] 

7. Resick PA, Schnicke MK. Cognitive processing therapy for sexual assault victims. J Consult Clin 
Psychol. 1992;60:748–756. doi:10.1037/0022-006X.60.5.748 [PubMed: 1401390] 

8. Foa E, Hembree EA, Rothbaum BO, Rauch S. Prolonged Exposure Therapy for PTSD: 
Emotional Processing of Traumatic Experiences - Therapist Guide. Oxford University Press; 2019. 
doi:10.1093/med-psych/9780190926939.001.0001

9. Finley EP, Garcia HA, Ketchum NS, et al. Utilization of evidence-based psychotherapies in 
Veterans Affairs posttraumatic stress disorder outpatient clinics. Psychol Serv. 2015;12(1):73–82. 
doi:10.1037/ser0000014 [PubMed: 25419915] 

10. Marques L, Dixon L, Valentine SE, Borba CPC, Simon NM, Wiltsey Stirman S. Providers’ 
Perspectives of Factors Influencing Implementation of Evidence-Based Treatments in a 
Community Mental Health Setting: A Qualitative Investigation of the Training-Practice Gap. 
Psychol Serv. 2016;13(3):322–331. doi:10.1037/ser0000087 [PubMed: 27281696] 

11. Foa EB, Gillihan SJ, Bryant RA. Challenges and Successes in Dissemination of Evidence-
Based Treatments for Posttraumatic Stress: Lessons Learned From Prolonged Exposure 
Therapy for PTSD. Psychol Sci Public Interest J Am Psychol Soc. 2013;14(2):65–111. 
doi:10.1177/1529100612468841

12. Garland AF, Lau AS, Yeh M, McCabe KM, Hough RL, Landsverk JA. Racial and ethnic 
differences in utilization of mental health services among high-risk youths. Am J Psychiatry. 
2005;162(7):1336–1343. doi:10.1176/appi.ajp.162.7.1336 [PubMed: 15994717] 

13. Cook BL, Zuvekas SH, Carson N, Wayne GF, Vesper A, McGuire TG. Assessing racial/ethnic 
disparities in treatment across episodes of mental health care. Health Serv Res. 2014;49(1):206–
229. doi:10.1111/1475-6773.12095 [PubMed: 23855750] 

14. Le Cook B, Manning W, Alegria M. Measuring disparities across the distribution of mental health 
care expenditures. J Ment Health Policy Econ. 2013;16(1):3–12. [PubMed: 23676411] 

15. Blanco C, Patel SR, Liu L, et al. National trends in ethnic disparities in mental health care. Med 
Care. 2007;45(11):1012–1019. doi:10.1097/MLR.0b013e3180ca95d3 [PubMed: 18049340] 

16. Boulware LE, Cooper LA, Ratner LE, LaVeist TA, Powe NR. Race and trust in the health 
care system. Public Health Rep. 2003;118(4):358. doi:10.1016/S0033-3549(04)50262-5 [PubMed: 
12815085] 

17. LaVeist TA, Isaac LA, Williams KP. Mistrust of health care organizations is associated 
with underutilization of health services. Health Serv Res. 2009;44(6):2093–2105. doi:10.1111/
j.1475-6773.2009.01017.x [PubMed: 19732170] 

18. Ghafoori B, Barragan B, Palinkas L. Mental health service use among trauma-exposed 
adults: a mixed-methods study. J Nerv Ment Dis. 2014;202(3):239–246. doi:10.1097/
NMD.0000000000000108 [PubMed: 24566510] 

19. Rodriguez BF, Weisberg RB, Pagano ME, Machan JT, Culpepper L, Keller MB. Mental health 
treatment received by primary care patients with posttraumatic stress disorder. J Clin Psychiatry. 
2003;64(10):1230–1236. doi:10.4088/jcp.v64n1014 [PubMed: 14658973] 

20. Valentine SE, Dixon L, Borba CPC, Shtasel DL, Marques L. Mental illness stigma and 
engagement in an implementation trial for Cognitive Processing Therapy at a diverse 
community health center: a qualitative investigation. Int J Cult Ment Health. 2016;9(2):139–150. 
doi:10.1080/17542863.2015.1123742 [PubMed: 27499808] 

Godfrey et al. Page 12

Contemp Clin Trials. Author manuscript; available in PMC 2024 August 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

https://www.ptsd.va.gov/understand/common/common_adults.asp
https://www.ptsd.va.gov/understand/common/common_adults.asp


21. Kaltman S, Hurtado de Mendoza A, Gonzales FA, Serrano A. Preferences for trauma-related 
mental health services among Latina immigrants from Central America, South America, and 
Mexico. Psychol Trauma Theory Res Pract Policy. 2014;6:83–91. doi:10.1037/a0031539

22. Lester K, Resick PA, Young-Xu Y, Artz C. Impact of race on early treatment termination and 
outcomes in posttraumatic stress disorder treatment. J Consult Clin Psychol. 2010;78(4):480–489. 
doi:10.1037/a0019551 [PubMed: 20658805] 

23. Sripada RK, Blow FC, Rauch SAM, et al. Examining the nonresponse phenomenon: Factors 
associated with treatment response in a national sample of veterans undergoing residential 
PTSD treatment. J Anxiety Disord. 2019;63:18–25. doi:10.1016/j.janxdis.2019.02.001 [PubMed: 
30785007] 

24. Sripada RK, Pfeiffer PN, Rampton J, et al. Predictors of PTSD Symptom Change Among 
Outpatients in the U.S. Department of Veterans Affairs Health Care System. J Trauma Stress. 
2017;30(1):45–53. doi:10.1002/jts.22156 [PubMed: 28103415] 

25. Lau AS. Making the Case for Selective and Directed Cultural Adaptations of Evidence-Based 
Treatments: Examples From Parent Training. Clin Psychol Sci Pract. 2006;13(4):295–310. 
doi:10.1111/j.1468-2850.2006.00042.x

26. Williams MT, Osman M, Gran-Ruaz S, Lopez J. Intersection of Racism and PTSD: Assessment 
and Treatment of Racial Stress and Trauma. Curr Treat Options Psychiatry. 2021;8(4):167–185. 
doi:10.1007/s40501-021-00250-2

27. Bower P, Gilbody S. Stepped care in psychological therapies: access, effectiveness and efficiency. 
Narrative literature review. Br J Psychiatry J Ment Sci. 2005;186:11–17. doi:10.1192/bjp.186.1.11

28. Salloum A, Scheeringa MS, Cohen JA, Storch EA. Development of Stepped Care Trauma-
Focused Cognitive-Behavioral Therapy for Young Children. Cogn Behav Pract. 2014;21(1):97–
108. doi:10.1016/j.cbpra.2013.07.004 [PubMed: 25411544] 

29. Institute of Medicine (US) Committee on the Changing Market, Managed Care, and the Future 
Viability of Safety Net Providers. Americas’s Health Care Safety Net: Intact but Endangered. 
(Ein Fewin M, Altman S, eds.). National Academies Press (US); 2000. Accessed April 6, 2023. 
http://www.ncbi.nlm.nih.gov/books/NBK224523/

30. Cloitre M, Koenen KC, Cohen FR, Han H. Skills training in affective and interpersonal regulation 
followed by exposure: a phase-based treatment for PTSD related to childhood abuse. J Consult 
Clin Psychol. 2002;70(5):1067–1074. doi:10.1037//0022-006x.70.5.1067 [PubMed: 12362957] 

31. Jain S, Ortigo K, Gimeno J, Baldor DA, Weiss BJ, Cloitre M. A Randomized Controlled Trial of 
Brief Skills Training in Affective and Interpersonal Regulation (STAIR) for Veterans in Primary 
Care. J Trauma Stress. 2020;33(4):401–409. doi:10.1002/jts.22523 [PubMed: 32506563] 

32. Bauer A, Amspoker AB, Fletcher TF, et al. A Resource Building Virtual Care Programme: 
improving symptoms and social functioning among female and male rural veterans. Eur J 
Psychotraumatology. 12(1):1860357. doi:10.1080/20008198.2020.1860357

33. Cloitre M, Stovall-McClough KC, Nooner K, et al. Treatment for PTSD related to childhood 
abuse: a randomized controlled trial. Am J Psychiatry. 2010;167(8):915–924. doi:10.1176/
appi.ajp.2010.09081247 [PubMed: 20595411] 

34. Trappler B, Newville H. Trauma healing via cognitive behavior therapy in chronically hospitalized 
patients. Psychiatr Q. 2007;78(4):317–325. doi:10.1007/s11126-007-9049-8 [PubMed: 17924190] 

35. MacIntosh HB, Cloitre M, Kortis K, Peck A, Weiss BJ. Implementation and Evaluation 
of the Skills Training in Affective and Interpersonal Regulation (STAIR) in a Community 
Setting in the Context of Childhood Sexual Abuse. Res Soc Work Pract. 2018;28(5):595–602. 
doi:10.1177/1049731516656803

36. Weiss BJ, Azevedo K, Webb K, Gimeno J, Cloitre M. Telemental Health Delivery of Skills 
Training in Affective and Interpersonal Regulation (STAIR) for Rural Women Veterans Who Have 
Experienced Military Sexual Trauma. J Trauma Stress. 2018;31(4):620–625. doi:10.1002/jts.22305 
[PubMed: 30070399] 

37. Bauer A, Amspoker AB, Fletcher TF, et al. A Resource Building Virtual Care Programme: 
improving symptoms and social functioning among female and male rural veterans. Eur J 
Psychotraumatology:. 12(1):1860357. doi:10.1080/20008198.2020.1860357

Godfrey et al. Page 13

Contemp Clin Trials. Author manuscript; available in PMC 2024 August 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

http://www.ncbi.nlm.nih.gov/books/NBK224523/


38. Cloitre M, Morabito D, Macia K, et al. Skills Training in Affective and Interpersonal Regulation 
for Women Veterans with MST: A Randomized Controlled Trial. (in submission)

39. Jackson C, Weiss BJ, Cloitre M. STAIR Group Treatment for Veterans with PTSD: Efficacy and 
Impact of Gender on Outcome. Mil Med. 2019;184(1-2):e143–e147. doi:10.1093/milmed/usy164

40. Smith AM, Stewart K, Baul T, Valentine SE. Peer delivery of a brief cognitive-behavioral 
treatment for posttraumatic stress disorder: A hybrid effectiveness-implementation pilot study. 
J Clin Psychol. 2020;76(12):2133–2154. doi:10.1002/jclp.23020 [PubMed: 32632945] 

41. Fletcher TL, Amspoker AB, Wassef M, et al. Increasing access to care for trauma-exposed rural 
veterans: A mixed methods outcome evaluation of a web-based skills training program with 
telehealth-delivered coaching. J Rural Health Off J Am Rural Health Assoc Natl Rural Health Care 
Assoc. 2022;38(4):740–747. doi:10.1111/jrh.12628

42. Cloitre M, Amspoker AB, Fletcher TL, et al. Comparing the Ratio of Therapist Support 
to Internet Sessions in a Blended Therapy Delivered to Trauma-Exposed Veterans: Quasi-
experimental Comparison Study. JMIR Ment Health. 2022;9(4):e33080. doi:10.2196/33080 
[PubMed: 35475777] 

43. Ong L, Speicher S, Villasenor D, et al. Preliminary Report from a Trial Comparing Brief Peer-
Supported webSTAIR to Waitlist for Transdiagnostic Outcomes in a Sample of Veterans with 
Symptoms of PTSD and/or Depression. (November 2022). Poster Presented at the 38th Annual 
Meeting of the International Society for Traumatic Stress Studies. Chicago, IL

44. Curran GM, Bauer M, Mittman B, Pyne JM, Stetler C. Effectiveness-implementation Hybrid 
Designs. Med Care. 2012;50(3):217–226. doi:10.1097/MLR.0b013e3182408812 [PubMed: 
22310560] 

45. Valentine SE, Fuchs C, Olesinski EA, Sarkisova N, Godfrey LB, Elwy AR. Formative Evaluation 
Prior to Implementation of a Brief Treatment for Posttraumatic Stress Disorder in Primary Care.

46. Valentine SE, Fuchs C, Carlson M, Elwy AR. Leveraging multistakeholder engagement to develop 
an implementation blueprint for a brief trauma-focused cognitive behavioral therapy in primary 
care. Psychol Trauma Theory Res Pract Policy. 2022;14(6):914–923. doi:10.1037/tra0001145

47. Valentine SE, Fuchs C, Godfrey L, Elwy AR. Redesign of a brief PTSD treatment in safety 
net integrated primary care: Supporting implementation in the context of the COVID-19 
pandemic. Gen Hosp Psychiatry. 2022;74:94–101. doi:10.1016/j.genhosppsych.2021.12.004 
[PubMed: 34924217] 

48. McCuistian C, Kimball SL, Buitron de la Vega P, Godfrey LB, Fortuna LR, Valentine 
SE. Consideration of racism experiences in the implementation of trauma-focused therapy in 
primary care. Health Serv Res. 2022;57 Suppl 2(Suppl 2):235–248. doi:10.1111/1475-6773.13998 
[PubMed: 35521941] 

49. American Psychiatric Association. Diagnostic and statistical manual of mental disorders, 5th ed. 
Arlington: American Psychiatric Association, 2013

50. Weathers F, Blake D, Schnurr P, Kaloupek D, Marx BP, Keane T. The Life Events Checklist 
for DSM-5 (LEC-5). 2013; Available from: https://www.ptsd.va.gov/professional/assessment/te-
measures/life_events_checklist.asp

51. Weathers F, Litz BT, Keane T, Palmieri PA, Marx BP, Schnurr PP. PTSD Checklist for the DSM-5. 
2013; Available from: https://www.ptsd.va.gov/professional/assessment/adult-sr/ptsd-checklist.asp

52. Mota NP, Tsai J, Sareen J, et al. High burden of subthreshold DSM-5 post-traumatic stress 
disorder in U.S. military veterans. World Psychiatry. 2016;15(2):185–186. doi:10.1002/wps.20313 
[PubMed: 27265715] 

53. Marshall GN, Schell TL, Miles JNV. All PTSD symptoms are highly associated with general 
distress: ramifications for the dysphoria symptom cluster. J Abnorm Psychol. 2010;119(1):126–
135. doi:10.1037/a0018477 [PubMed: 20141249] 

54. Cognitive Therapy of Depression. Guilford Press. Accessed February 
15, 2023. https://www.guilford.com/books/Cognitive-Therapy-of-Depression/Beck-Rush-Shaw-
Emery/9780898629194

55. Larsen DL, Attkisson CC, Hargreaves WA, Nguyen TD. Assessment of client/patient 
satisfaction: development of a general scale. Eval Program Plann. 1979;2(3):197–207. 
doi:10.1016/0149-7189(79)90094-6 [PubMed: 10245370] 

Godfrey et al. Page 14

Contemp Clin Trials. Author manuscript; available in PMC 2024 August 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

https://www.ptsd.va.gov/professional/assessment/te-measures/life_events_checklist.asp
https://www.ptsd.va.gov/professional/assessment/te-measures/life_events_checklist.asp
https://www.ptsd.va.gov/professional/assessment/adult-sr/ptsd-checklist.asp
https://www.guilford.com/books/Cognitive-Therapy-of-Depression/Beck-Rush-Shaw-Emery/9780898629194
https://www.guilford.com/books/Cognitive-Therapy-of-Depression/Beck-Rush-Shaw-Emery/9780898629194


56. Bovin MJ, Marx BP, Weathers FW, et al. Psychometric properties of the PTSD Checklist for 
Diagnostic and Statistical Manual of Mental Disorders-Fifth Edition (PCL-5) in veterans. Psychol 
Assess. 2016;28(11):1379–1391. doi:10.1037/pas0000254 [PubMed: 26653052] 

57. Cohen S, Mermelstein R, Kamarck T, Hoberman HM. Measuring the Functional 
Components of Social Support. In: Sarason IG, Sarason BR, eds. Social Support: 
Theory, Research and Applications. NATO ASI Series. Springer Netherlands; 1985:73–94. 
doi:10.1007/978-94-009-5115-0_5

58. Derogatis LR, Fitzpatrick M. The SCL-90-R, the Brief Symptom Inventory (BSI), and the 
BSI-18. In: The Use of Psychological Testing for Treatment Planning and Outcomes Assessment: 
Instruments for Adults, Volume 3, 3rd Ed. Lawrence Erlbaum Associates Publishers; 2004:1–41.

59. Damschroder LJ, Aron DC, Keith RE, Kirsh SR, Alexander JA, Lowery JC. Fostering 
implementation of health services research findings into practice: a consolidated framework for 
advancing implementation science. Implement Sci IS. 2009;4:50. doi:10.1186/1748-5908-4-50 
[PubMed: 19664226] 

60. Fauth J, Tremblay G. The Integrated Care Evaluation Project: Full Report. Keene, NH: Antioch 
University New England; 2011

61. Ehrhart MG, Aarons GA, Farahnak LR. Assessing the organizational context for EBP 
implementation: the development and validity testing of the Implementation Climate Scale (ICS). 
Implement Sci. 2014;9(1):157. doi:10.1186/s13012-014-0157-1 [PubMed: 25338781] 

62. Aarons GA. Mental Health Provider Attitudes Toward Adoption of Evidence-Based Practice: 
The Evidence-Based Practice Attitude Scale (EBPAS). Ment Health Serv Res. 2004;6(2):61–74. 
[PubMed: 15224451] 

63. Helfrich CD, Li YF, Sharp ND, Sales AE. Organizational readiness to change assessment (ORCA): 
Development of an instrument based on the Promoting Action on Research in Health Services 
(PARIHS) framework. Implement Sci. 2009;4(1):38. doi:10.1186/1748-5908-4-38 [PubMed: 
19594942] 

64. Cook JM, Thompson R, Schnurr PP. Perceived Characteristics of Intervention Scale: Development 
and Psychometric Properties. Assessment. 2015;22(6):704–714. doi:10.1177/1073191114561254 
[PubMed: 25520213] 

65. Hsieh HF, Shannon SE. Three Approaches to Qualitative Content Analysis. Qual Health Res. 
2005;15(9):1277–1288. doi:10.1177/1049732305276687 [PubMed: 16204405] 

66. Proctor E, Silmere H, Raghavan R, et al. Outcomes for Implementation Research: Conceptual 
Distinctions, Measurement Challenges, and Research Agenda. Adm Policy Ment Health. 
2011;38(2):65–76. doi:10.1007/s10488-010-0319-7 [PubMed: 20957426] 

67. Stetler CB, Legro MW, Wallace CM, et al. The Role of Formative Evaluation in Implementation 
Research and the QUERI Experience. J Gen Intern Med. 2006;21(Suppl 2):S1–S8. doi:10.1111/
j.1525-1497.2006.00355.x

68. Bernard HR. Research Methods in Anthropology: Qualitative and Quantitative Approaches. 
Rowman Altamira; 2006.

69. Weathers FW, Bovin MJ, Lee DJ, et al. The Clinician-Administered PTSD Scale for DSM-5 
(CAPS-5): Development and initial psychometric evaluation in military veterans. Psychol Assess. 
2018;30(3):383–395. doi:10.1037/pas0000486 [PubMed: 28493729] 

Godfrey et al. Page 15

Contemp Clin Trials. Author manuscript; available in PMC 2024 August 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript



Figure 1. I-STEP Timeline
Note. Timeline illustrating I-STEP study participation.

PCL-5 = PTSD checklist for the DSM-5. RA = research assistant.
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Table 1.

Patient Eligibility Criteria

Inclusion Criteria Exclusion Criteria

1. Over 18 years of age 1. Does not have reasonable access to technology needed for both conditions 

(smartphone, tablet, laptop/computer, internet access)*

2. Able to receive therapy in English and read English at 
a 5th grade reading level

2. Experiencing bereavement as primary clinical concern (not a good fit for PTSD-
specific treatment)

3. Trauma exposure (LEC-5) 3. Engaged in concurrent cognitive-behavioral therapy for PTSD

4. Full or subthreshold criteria for PTSD (PCL-5) 4. Is not appropriate for care in IBH (in need of higher level of care)

PTSD = posttraumatic stress disorder, LEC-5 = Life Events Checklist for the DSM-5, PCL-5 = PTSD checklist for the DSM-5, IBH = integrated 
behavioral health

*
Note. In the case that a patient does not have access to a smartphone, tablet, or laptop/computer, and internet access, the RA troubleshoots ways 

to connect the patient with access (rather than exclusion from the study), which may include providing the patient with technology devices at the 
institution if needed.
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Table 2.

List of Outcomes and Measures

Outcome Data Source Time Point

Feasibility

   Retention: Recruitment, assessment completion, and engagement rates Patient Post-trial analyses

   Fidelity: Audio review of Brief STAIR sessions Study therapist Post-trial analyses

   Semi-structured interview Patient Study therapist, Key 
informant

T3 Post-trial

Acceptability

   Patient satisfaction: CSQ-8 Patient T2, T3

   Semi-structured interview Patient Study therapist, Key 
informant

T3 Post-trial

Preliminary Effectiveness

   PTSD symptoms: PCL-5* Patient T1, T2, T3

   Functioning

     Interpersonal Support: ISEL-12 Patient T1, T2, T3

     Comorbidities: BSI-18 Patient T1, T2, T3

Implementation Process

   ICS Study therapist, Key informant Post-trial

   LIM Study therapist, Key informant Post-trial

   EBPAS-15 Study therapist Post-trial

   PCIS Study therapist Post-trial

   ORCA Study therapist Post-trial

Exploratory Outcome

   Healthcare utilization: Medical record review from 6 months pre- and post-
enrollment

Patient Post-trial analyses

Covariates & Predictors of Engagement

   Demographics Patient T1

   Exposure to new traumatic events: LEC-5 Patient T1, T2, T3

   Stress response related to Covid-19: Coronavirus stressor screener Patient T1

   Stress response related to racism:

     EDS Patient T1

     TSDS Patient T1, T2, T3

   Stigma: CESQ Patient T1, T2

   Help-seeking attitudes: ATSPPH-SF Patient T1, T2

Note. T1 = baseline (pre-treatment), T2 = week 15 (post-treatment), T3 = 9 months (follow-up)

*
The PCL-5 is also collected biweekly during the 15-week treatment period.
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PCL-5 = PTSD Checklist for the DSM-5, ISEL-12 = Interpersonal Support Evaluation List 12-item, BSI-18 = Brief Symptom Inventory 18-item, 
CSQ-8 = Client Satisfaction Questionnaire 8-item, ICS = Implementation Climate Scale, LIM = Level of Integration Measure, EBPAS-15 = 
Evidence-based Practice Attitudes Scale 15-item, PCIS = Perceived Characteristics of Intervention Scale, ORCA = Organizational Readiness 
to Change Assessment, LEC-5 = Life Events Checklist for the DSM-5, EDS = Everyday Discrimination Scale, TSDS = Trauma Symptoms 
of Discrimination Scale, CESQ = Consumer Experiences of Stigma Questionnaire, ATSPPH-SF = Attitudes Towards Seeking Professional 
Psychological Help Short-Form
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Table 3.

Interview Guide

Provider

Key Informants and Study Therapists:

1. How did you think Brief STAIR worked in your clinic? What worked/didn’t work?

2. How did Brief STAIR affect the workload of you and your colleagues?

3. How was Brief STAIR received by you and others in IBH?

4. What was the communication like between behavioral health specialists and PCPs during the intervention?

5. What changes should be made to clinic operations to support Brief STAIR in the future?

6. Do you think it would be possible for the clinic to continue using Brief STAIR? Why/why not?

7. Do you think that webSTAIR (a web intervention) is an acceptable treatment for patients?

8. How do you think a web intervention would fit within the IBH model? [e.g., offer to patients on the waitlist, peer-support, hybrid approach]

9. Are there any other thoughts about this PTSD treatment you’d like to share?

Study Therapists only:

10. How did you make decisions about referrals to the study and appropriateness of Brief STAIR? (Brief STAIR-specific):

11. Do you think Brief STAIR is an acceptable treatment for your patients?
  a. What outcomes are/were you seeing?
  b. What patient characteristics do you think are best suited for Brief STAIR?

12. Given what you know about this 5-sessino PTSD treatment, what changes do you think should be made to Brief STAIR?

13. What differences, if any, did you notice in delivering Brief STAIR with new vs. existing patients?

14. How did you use Brief STAIR in your usual practice outside of the study?

Cultural Adaptations to Brief STAIR:

15. In what ways did the cultural backgrounds and identities of your patients come up during delivery of Brief STAIR? [e.g., trauma experience, 
impact on presenting problems/symptoms, need to consider racial trauma, barriers to engagement, etc.]

16. How flexible do you think STAIR was in meeting the needs of patients across different cultural backgrounds?
  a. Do you think STAIR was applicable and relevant for all patients? How so?

17. What suggestions do you have for changes to Brief STAIR that would make the treatment more culturally responses? [e.g., are there 
exercises/worksheets you would modify, or additional exercises you would incorporate?]

(WebSTAIR-specific):

18. For patients who were completing webSTAIR, what did you focus on in usual care sessions?
  a. Did webSTAIR impact their engagement in usual care? How so?

19. What do you think was patients’ overall impression of webSTAIR?

20. Do you think webSTAIR is an acceptable treatment for patients?
  a. What patient characteristics do you think are best suited for webSTAIR?
  b. Are there changes you would make to how webSTAIR is administered or who would receive it?

Patient

All Participants (Completers and Non-completers):

1. Before you were randomized, did you have a preference for which version of STAIR (clinician-administered Brief STAIR or web-
administered webSTAIR) you were hoping to receive?
  a. Was the version you completed a good fit for your needs? Why or why not?

2. What expectations did you have for treatment? How did the treatment meet or not meet your expectations?

3. How satisfied were you with the treatment you received? In what ways was it useful/not useful?
  a. What would have made it better?

4. How satisfied were you with your therapist?

5. What challenges did you face in participating in treatment?
  a. How did you overcome them?
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  b. What would have made it easier to participate?
  c. (webSTAIR): did you experience any technological difficulties with using the program?

6. What would you tell someone else who is thinking about participating in the treatment?

7. Would you recommend the treatment to a family member or friend? Why or why not?

8. What types of mental health services have you engaged in during the follow-up period, and what types of services do you think you will need 
going forward?

9. Is there anything else we should know about your experience with this treatment?

Completer-Focused:

10. Can you describe what it was like to participate in the treatment? [e.g., what were the best/worst things, what was hard/went well, what did 
you learn that was helpful]
  a. What was different about [Brief STAIR or webSTAIR] than other therapies you’ve done?
     i. (webSTAIR): what was it like completing the treatment at your own pace?

11. How did treatment impact your understanding of trauma and PTSD symptoms?

12. How did participating in treatment impact or change you?

13. How did treatment impact the way you think, feel, or behave?

STAIR = skills training in affective and interpersonal regulation, IBH = integrated behavioral health, PCP = primary care physician, PTSD = 
posttraumatic stress disorder.
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