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[bookmark: _Toc212200242]Protocol Amendments
[bookmark: _Toc212200243]Summary of changes 
	June 2020
[prior to trial launch] 
	Adapted multi-level strategy for post-COVID19 needs (e.g., tool refinement for remote vs. waiting room delivery as proposed), multi-level strategy in lieu of a patient-level strategy only 


	August 2021
[prior to trial launch]
	Study design finalized for provider level cluster randomized control trial of system level intervention vs. multi-level strategy based on finalized implementation mapping, and COVID19 restrictions. Provider randomization completed. Stepped wedge design proposed in original aims of the grant deemed infeasible on discussion with statistician and study team members given clinics merged or co-located during COVID19. Following COVID19 disruptions, the IRB stipulated that members of the patient’s clinical team approach patients first to gauge interest, obtain preliminary consent, and refer to a research team member to receive the DepCare tool (in lieu of disseminating the tool to all eligible patients as planned). 


	October 2021
[Prior to trial launch]

October 2021
[prior to trial launch]


April 2022 
	Primary and secondary outcomes relevant to patient treatment optimization (reach) and provider optimization (adoption), as well as ongoing treatment (reach-maintenance) as well as sample size calculation completed.  Clinicaltrials.gov submitted.

History of suicide attempt or ideations not included given not an exclusion criteria for CoCM and infeasible to exclude using EPIC (this remained via self-report for subgroup of consented patients)
First Technical Assistance Meeting conducted. To maintain blinding strategy providers were not invited to problem solving meetings (control providers were never slated to participate in problem solving meetings). Multi-level strategy PCPs received ongoing newsletters in lieu of meetings. 


	March 2024 




March 2024



March 2024









	Adherence counseling component of provider optimization/adoption (secondary outcome) deemed infeasible to operationalize using electronic health record (EHR) data. 



% of patients receiving any treatment at follow up deemed too similar to patient treatment optimization and infeasible given that patients would be excluded if they enrolled in CoCM in the prior 4 months; 12 month pre-post treatment rates reported instead. 
At the time our grant was written and IRB submitted, we included some ICD9 codes, but focused on ICD10 codes only at the time of analyses given availability in our EHR. Given difficulty operationalizing using searchable field in the EHR, upcoming psychiatrist/care manager visit was removed from exclusion criteria as well as access to the internet/smart phone/planning to attend in person visit from inclusion criteria (these remained for the subset of consented patients).  



[bookmark: _Toc212200244]Protocol Violations
1. One control provider mistakenly received one preference report during the pilot phase. This did not affect the analysis given that pilot participants were a priori excluded from the analyses.

2. Patients with a self-reported history of counseling were initially excluded from being randomized to receive the Depcare tool. To align with our IRB protocol (which did not explicitly exclude those patients) and the system level analyses in which self-reported/outside counseling was not a searchable field, patients who were initially excluded for this reason were re-approached


[bookmark: _Toc212200245]Administrative Information

Scientific Title: Implementation Science Approach to Enhancing Depression Treatment in integrated primary care settings: The Transform DepCare randomized control trial.  

Public Title: Implementation Science Approach to Enhancing Depression Treatment in integrated primary care settings: Transform DepCare 

Inclusive Dates of Project: 09/01/2017- 07/31/2023 

Funding Agency: Agency for Healthcare Research and Quality (AHRQ) Grant Award Number: R01HS025198 

[bookmark: _Toc212200246]Trial Registration Data 
Clinicaltrials.gov:  NCT05085886

Secondary Identifiers: Columbia University Irving Medical Center: IRB# AAAT6753

Primary Sponsor: Columbia University Irving Medical Center 

Contact for Specific or Public Queries: nm2562@cumc.columbia.edu

Countries of Recruitment: USA only 

Health Conditions or problem Studied: Depression, collaborative care, sustainability 

Interventions: Randomization of primary care providers to multi-level implementation strategy versus system-level strategy

[bookmark: _Toc212200247]Final Eligibility Criteria 

Providers
· Inclusion Criteria
· Primary care providers (PCPs) serving adult patients in one of the five participating clinics
Patients
· Inclusion Criteria
· Adult patients (18 years or older) with ≥1 completed visit with a PCP in one of the five clinics during the study period (index visit)
· English or Spanish speaking
· Elevated depressive symptoms on the day of, or within two weeks prior to, an index visit, defined as:
· PHQ-9 score ≥ 10
· OR PHQ-9 score ≥ 5 and GAD-7 score ≥ 10 
· Exclusion Criteria
· Diagnoses of:
· Coronary heart disease (due to an ongoing study in this population)
· Dementia
· Intellectual developmental disorder
· Severe mental illness (e.g., bipolar disorder, schizophrenia, psychosis)
· Alcohol/Substance abuse
· Pregnancy
· PHQ-9 < 10 or PHQ-9 ≥ 5 with GAD-7 < 10
· Active enrollment in integrated collaborative care or behavioral health program providing treatment optimization (i.e., completed a visit within the prior 3 months)

[bookmark: _Toc212200248]Status
Date of Randomization: 8/30/2021 

Target Sample size 36 providers (actual 44), minimum 252 patients 

Recruitment Status: Complete

Primary outcome: Percentage of visits for which patients optimize treatment 

Funding: R01HS025198


[bookmark: _Toc212200249]Introduction 
[bookmark: _Toc212200250]Study Purpose and Rationale

Depression is a leading contributor to poor health in the United States. Depression is common and complicates chronic disease management,1,2 reduces quality of life,3 and increases functional impairment,4 morbidity,5 and mortality,6-8 particularly in minorities.9-12 Depression is ranked the leading cause of years of life lived with disability,13 and the third leading cause of loss of quality adjusted life years in older adults.14 It is projected that by 2030, depression will be the second leading cause of global burden of disease.15 Primary care settings have become the de facto source of depression care in the U.S.16 Nonetheless, primary care depression screening, treatment, and remission continue to be suboptimal,17-19 resulting in continued patient burden. Though effective treatments for depression exist,17,18,20 only 30% of depressed adults who present to their health providers receive guideline-concordant treatment.21 Even patients enrolled in accountable care organizations are 24 percent less likely to have their depression or anxiety treated during the following year than patients who remain unenrolled, and see no relative improvements at twelve months in their depression and anxiety symptoms, perhaps due to focus on screening vs. treatment.22 Suboptimal depression treatment rates are even higher among low-income and minority patients,23 who are more likely to have chronic, disabling depressive symptoms, “no-shows” for treatment sessions, premature treatment termination,12,24 and to remain untreated.10 The United States Preventive Services Task Force (USPSTF) now recommends depression screening and treatment in primary care settings with systems in place to assure accurate diagnosis, treatment, and follow up.25  Only 27% of depressed primary care patients see a significant ≥50% improvement in depressive symptoms.26 This rate has remained unchanged for nearly 2 decades26 despite increased proportions of primary care visits addressing mental health,27 and global improvements in knowledge/comfort among primary care providers (PCP)28 as it relates to managing depression though large gaps remain in optimal practices. Some of this may be due to suboptimal focus on treatment optimization, (i.e., referral/treatment intensification, and improved adherence to visits/medications, reach of treat-to-target collaborative care models [CoCM]), particularly in screen-detected historically marginalized populations who are less likely to receive referrals/medications/follow up plans.29

Integrated care models like CoCM are evidence-based approach to managing depressive symptoms in primary care settings. The primary care medical home (PCMH) model has been heralded as a promising way to improve healthcare in the U.S.; it encompasses comprehensive, patient-centered, coordinated, accessible, high-quality evidence-based care.30 Integrated care models like collaborative care for depression, a team-based care management approach, was developed to form a delivery framework for PCMH. The components of CoCM include primary care providers, care management staff trained to provide evidence-based depression care coordination and psychotherapy (by phone or in person), and psychiatric consultants who supervise the primary care team.  Other core features include measurement-based care and treat-to-target stepped care, in which treatment is intensified for patients not reaching timely targeted reductions.16 Multiple systematic reviews representing over 100 randomized clinical trials (RCTs) establish a strong evidence base for CoCM depression treatment in primary care settings.16,31,32 Compared to usual physician care, CoCM significantly improves depressive symptoms by nearly 30%, halves remission rates, and increases patient satisfaction, quality of life, productivity, and access to care in both rural and urban settings.33,34,35-39 CoCM also appears to impact health disparities, with minorities experiencing greater improvement in depressive symptoms, daily functioning, and receipt of preferred treatment;40 unmet appropriate depression care;41 and reduced racial discrimination.42 Recent studies suggest that collaborative care is effective in older adults, with the minimal number of sessions to be effective being 5 sessions.43 

COCM is being widely disseminated, but gaps remain in its sustainability, particularly in minority communities. CoCM has expanded exponentially across the U.S., facilitated by PCMH initiatives, Accountable Care Organizations, reimbursement for primary care redesign,44 and a prior announcements to reimburse for CoCM by the Centers for Medicare and Medicaid Services (CMS).45 Multiple systemic reviews have also identified evidence gaps in how best to translate these guidelines into health system practice,46-48 particularly in settings serving majority historically marginalized patient populations and those with comorbid conditions.31 There have also been recent interest and efforts to improve integration and sustainability of these models with a focus on moving programs along the integration continuum. There have now been a multitude of studies examining the implementation of CC, with varying degrees of success.49-59 Thus far, implementation efforts have focused on system-level interventions like financial support/reimbursement codes, quality improvement, training, external technical assistance, and external/internal facilitation.46,50,51,55,56,60-63  For example, using a stepped wedge design, the DIAMOND trial found that intensive training/fiscal strategies can improved integrated care implementation processes but not reach or remission rates.56 These models are now increasingly reimbursed, and there is consensus that they require intensive implementation support (e.g., training and technical assistance from external experts in collaborative care) to see clinical improvements similar to original trials.61 


In real world settings, CoCM sustainability is limited by low patient and PCP engagement. Even with these resources, patient and PCP engagement remain persistent barriers. In one study of the Office of Mental Health’s Collaborative Care Medicaid Program, a strategy involving technical assistance, fee-for-quality reimbursement, training and quality monitoring, we found that despite steady rates of depression screening, staffing and treatment titration rates and significantly higher contacts/patient and improvement rates clinics enrolled clinics see diminishing reach and fewer patients/ care manager full time equivalent (FTE) over time; key barriers to sustainability noted by respondents included time/resources/personnel, patient engagement and staff/provider engagement.64 We estimated that Improving reach of CoCM could reduce mortality by 24% and produce approximately $1300 in annual net savings per patient.65,66 PCPs often fail to recognize depression and to refer depressed patients, contributing to suboptimal implementation and low patient engagement rates.24 One systematic review found that even when they recognize depression, providers have a poor understanding of CoCm and are often ill equipped to discuss depression.67 These communication gaps contribute to depression treatment nonadherence and suboptimal engagement in primary care settings,68 including amongst those referred to CoCM.54,63 Limited by time, resources, and competing demands, providers are often unable to address barriers to engagement, including misconceptions about depression treatment, stigma, and treatment preference. To date there has been very little focus on treatment optimization behaviors (i.e., intensification, improved reach of treat-to-target CoCM programs).  

Patient-Level strategies may be key to improving engagement.  We hypothesize that population level impact of these programs have been limited by lack of focus on optimization behaviors, including CoCM reach, treatment intensification, combination of medications/therapy. Few have applied a behavior lens to implementation and sustainability efforts. Our systematic review of interventions aimed at improving treatment initiation in depressed primary care patients found that patient preference driven approaches may be impactful.69 A cluster randomized controlled trial in 2015 of 117 patients and 301 primary care providers found that the use of a decision aid improved satisfaction with the decision between providers and patients, reducing conflict, and improved patients’ knowledge about treatment options without affecting the duration of the clinical encounter. The decision aid had no effect on clinical outcomes or adherence to drug treatment; the time for the consultation in both multi-level strategy and control groups was 40 minutes, so more practicable approaches to shared decision making (SDM) in primary care need to be studied.70 While SDM principles are employed by care managers after CoCM enrollment (often long after initial diagnosis), activating patients at the time of diagnosis is key to outcomes.71 Computer generated, behavioral theory-informed educational interventions have shown promise in changing patient behaviors.72,73 Health information technology/telepsychiatry/teaching workforce about medical conditions have been proposed as methods for improving CoCM implementation in the post-COVID era.74 Leveraging SDM facilitators such as multimedia/information technology/automatic triggers and engaging key end users to create a decision tool that automates some of the SDM process (e.g., information exchange) and activates care managers, patients, and providers may be additional approaches to improving CoCM sustainability.75 


Theory-driven approaches may be particularly essential to designing effective strategies. While we hypothesized that a patient-level strategy centered around shared decision-making principles might be essential to improving the sustainability of CoCM, use of theoretical frameworks to select acceptable multi-level strategy components is increasingly integral to effective multi-level strategy development.76,77 One widely used model, Behavior Change Wheel78 informed our approach to designing our final strategy for improving patient and PCP engagement behaviors (i.e., optimization behaviors). Given our focus on sustainability, we also identified the Dynamic Sustainability Framework to guide our process, which argues for the need for continuous refinement and improvement of interventions during the sustainability phase, through learning and evaluation, problem solving and ongoing adaptations to interventions to enhance fit between interventions, practice settings/contexts and ecological systems over time.79 

Our entire implementation strategy development process has been previously described.80 Building on previously conducted formative focus groups and stakeholder interviews with CoCM staff, social workers/care managers, psychiatrists, providers, administrators at 8 sites (representing 33 clinics and 1 million socioeconomically and racially/ethnically diverse patients) implementing CoCM across NYS, in Phase I of our study we conducted interviews with stakeholders and patients, both those who engaged and didn’t engage in CoCM after referral.64,81 We defined the area of sustainability in terms of behavior constructs to identify what needed to change at the system (i.e., care manager/behavioral health provider [BHP]), PCP, and patient levels. We found barriers related to Capability (e.g., knowledge/understanding/language), Opportunity (stigma/culture and environmental context/resources), and Motivation (beliefs about treatment consequences, self-efficacy) at multiple levels. We then identified multi-level strategy functions, behavior change techniques and corresponding strategies (based on Expert Recommendations for Implementing Change, ERIC) particularly relevant to sustainability before engaging multidisciplinary stakeholders and end users in rapid cycle, iterative, user-centered design process to operationalize and refine strategy components, including approaches for addressing contextual factors that emerged during COVID19. 
The final multi-level implementation strategy included a “patient-level strategy centered around implementation team/staff-delivered (email/text/in-person based on patient preference) DepCare tool (IR CU19184), which includes enhanced depression and anxiety screening, diagnosis recognition support, patient activation, personalized psychoeducation, patient/care manager videos promoting patient treatment engagement, personalized medication selection support and link to external treatment. The provider-level strategy includes emails of educational/motivational video on CoCMand optimal management of depression and comorbid anxiety, invitations to problem solving/technical assistance meetings and automatically generated DepCare tool decisional support on individual patient treatment preferences delivered to both the provider and care managers. The clinic level strategy includes quality improvement support and education around valid depression screening as well as local technical support/problem solving for mental health staff/providers co-lead with implementation team members”. 80 We will describe the strategies actually delivered in the outcomes paper. 
 In Phase II, we will conduct a PCP cluster randomized control trial (RCT) in which we randomize 44 providers to our multi-level or our system-level strategy. Patients will be assigned to the multi-level strategy or System-level strategy based on their PCP’s allocation. The implementation strategy will be evaluated using the RE-AIM (Reach, Effectiveness, Adoption, Implementation, Maintenance) framework, specifically use of CoCM and medications (reach), provider referral/medication intensification behaviors (adoption), ≥2 fills and/or visits (reach-maintenance) and CoCM acceptability/feasibility as well as fidelity to CoCM and strategy (implementation), some of which will be described in a second paper.   

[bookmark: _Toc212200251]Objectives/Hypotheses 

The overarching goal of this proposal is to conduct an RCT that will rigorously test the effect of our multi-level vs system level strategies, both theory-informed, on patient engagement/optimization behaviors (primary) as well as PCP optimization behaviors (secondary) among patients eligible for CoCM in order to contribute to the sustainability of integrated/CoCM. 

To compare the effectiveness of theory-informed system and multi-level strategies for improving treatment optimization in integrated/CoCM settings serving racial, ethnic, socioeconomically diverse patient population.  


Hypothesis 1:	The proportion of eligible patients who optimize treatment (reach) will be higher in the multi-level strategy arm vs. System-level strategy arm. 
Hypothesis 2: The proportion of patients whose providers optimize treatment (adoption) will be higher in the multi-level strategy arm vs. System-level strategy arm. 
Hypothesis 3:	The proportion of eligible patients who receive ≥2 visits and/or antidepressant (reach-maintenance) fills will be higher in the multi-level strategy arm vs. System-level strategy arm. 

[bookmark: _Toc212200252]Trial Design 

To accomplish our trial’s objectives, we will randomize PCPs to either the system-level or multi-level strategy both informed by the Behavior Change Wheel/Dynamic Sustainability Framework. All eligible patients of enrolled providers will be included in our analyses. We will recruit and consent a subset of patients, PCPs, and staff/care managers to assess the effectiveness and implementation outcomes of our individual components of our strategies. Outcome assessors that extracted and analyzed data from the EHR will be blinded to allocation. Patients and providers will be unblinded. There will be a 12 month pre-implementation period followed by a 4-6 month implementation period and a 12 month post-implementation period. Patients enrolled in the last month of the post-implementation period will be followed for 6 months. 



[bookmark: _Toc212200253]Rationale 

[bookmark: _Toc212200254]Rationale for Choice of Sites.

The selection of participating health care organizations was informed by each having: 1) a mature and searchable electronic health record (EHR; 2) a CoCM program already in place (2) already screening for depression using the Patient Health Questionnaire (PHQ-9); and 4) a clinic director interested in participating. The geographical diversity of these sites will also aid generalizability of results.

[bookmark: _Toc212200255]Rationale for Choice of eligibility criteria. 

[bookmark: _Toc58193433][image: ]One study found that screening patients without a history of depression yields only 3% positive rates,82 suggesting greater utility in including those with a history of depression. Based on our literature review 57% of depressed patients will have chronic depression or fluctuating depressive symptoms throughout their lifetime, which are usually more likely to have more severe depressive and somatic symptoms and greater mental dysfunction at baseline, independent of age, sex, level of education, presence of a chronic disease, and lifetime depression, compared with those who remitted from baseline.83 This inclusion criteria was particularly salient to our outcome around optimizing treatment (i.e., increasing doses, ensuring adherence, etc). Few studies have examined ways to optimize depression treatment in these populations, however, and few SDM/patient activation interventions take history of depression and treatment into account. As such we decided to include both those with newly diagnosed depression as well a history of depression.  

A key optimization behavior is enrollment in CoCM. As such our wide range of exclusion criteria, including severe mental illness, alcohol abuse, and active participation in behavioral health, CoCM or psychiatry was informed by eligibility criteria for CoCM programs themselves. Our decision to broaden to include anxiety was informed by broadening of eligibility criteria for reimbursement of CoCM across NYS. Along with other eligibility criteria, this decision was also made with input from our advisory board (Figure 1).  In addition CoCM has demonstrated effectiveness in treating anxiety.84 The primary focus on elevated depressive symptoms remained however. 


[bookmark: _Toc212200256]Rationale for Strategy Components

Patient-Level: As described in a previous publication,85 the tool was iteratively developed based on advisory board feedback, user centered design principles and the Behavior Change Wheel, with the final version demonstrating high usability, and pre-post improvements in decisional conflict, interest in antidepressants, treatment awareness, patient activation and perceived barriers to treatment. Based on advisory feedback, we reduced the focus on SDM to focus on patient activation related to CoCM enrollment and other mental health related behaviors (antidepressant adherence, new antidepressant fill rates, etc). This was also informed by the fact that patient activation has been shown to improve depressive symptoms, depression treatment initiation 86 and provider intensification.87 Provider-Level: While the BCW revealed that education/training and audit and feedback would be the most feasible behavioral change techniques, research has also shown that patient-targeted along with general practitioner-targeted feedback regarding screening results leads to slightly better improves in terms of depression severity and treatment seeking behaviors.88,89 This supported real-time direct feedback regarding depressive symptoms to both patients and providers. System-level: Research has shown that improved depression screening leads to a 1.2% increase rates of systematic screening diagnosis with a screening only trial with an improvement of 5% improvement in treatment (64%-->69%) just by virtue of screening with a 20% increase in odds of treatment pre vs. post implementation.82 Given the decay in depression screening in the telemedicine era and following COVID19 disruptions (which markedly reduced screening and reduced the quality of screening), a key clinic level multi-level strategy revolved around improved education and support for depression screening. There is also some evidence in the literature to suggest that patients often underreport their depressive symptoms when they are aware they are being screened for depression.90 In addition, several studies have suggested that technical assistance, quality improvement, and practice facilitation may be key to improving the uptake of CoCM, further supporting the need for system level strategies. Over time some behavior change techniques emerged the experts felt increasingly overlapped with technical assistance (i.e., social support). 

[bookmark: _Toc212200257]Rationale for 4 month follow up period and objective outcomes
In discussion with statistician and experts we decided to use objective measures to allow for rigorous evaluation of our primary outcome over self-report, particularly given the advantages of Epic. We arrived at an a priori cutoff of 4 months (or nearest visit +/- 1 month for the patient level chart extractions) to account for inherent healthcare system limitations (e.g., long wait times) after consensus with our expert team. We further validated a subset of patients identifying high correlation between self-report and objective Epic data. 

[bookmark: _Toc212200258]Methods 

[bookmark: _Toc212200259]Healthcare Setting 
Our study will include 5 primary care clinics with integrated/CoCM programs affiliated with CUIMC: 3 clinics in the Ambulatory Care Network (ACN) of New York Presbyterian serving a predominantly low-income, publicly insured population with substantial numbers of Hispanic and Black or African American patients and 2 Columbia Doctors Primary Care clinics serving a diverse, commercially insured patient population. These clinics are staffed by internal medicine physicians, nurse practitioners and graduate medical education trainees. All clinics had access to core components of integrated care programs:91  (1) systematic depression screening with the Patient Health Questionnaire (PHQ-2) and/or General Anxiety Disorder (GAD-2) questionnaire  and if positive (score ≥3) a PHQ-9 and/or GAD-7 prior to primary care visits, administrated either verbally by a medical assistant or via the pre-visit e-check-in process and entered into the electronic health record (EHR), Epic (Epic) (2) a behavioral health social worker (BHSW) who provided short-term, measurement-based (PHQ-9) treatment-to-target in collaboration with the PCP (3) use of evidenced based treatment (4) systematic follow up, treatment, and monitoring (5) care coordination (i.e., connection to outside psychiatry, long-term therapy or other services) and (6) systematic consultation and/or program oversight by a psychiatrist/psychologist. All clinics had reimbursement infrastructures for integrated or collaborative care models in place (e.g., Medicare, commercial insurance, and NYS Medicaid reimbursement codes for collaborative care models in the 3 clinics serving the Medicaid population). There was variable access to enhanced external implementation support and varied in program maturity (e.g., ACN clinics received AIMS center expert technical assistance for care managers  and launched CoCM 2012; The Columbia Doctors Sites had no external support but had local support and had a psychologist lead overseeing the program and launched CoCM in 2021).61 All care managers have low caseloads and are available for referrals. In addition to formal CoCM, clinics had varying degrees of access to embedded/integrated behavioral health providers (e.g., psychiatrists, psychologists, nurse practitioners for medication management, and mental health social workers [e.g., to help with coordination of care for more severe cases]. One ACN clinic was reserved for user testing the DepCare Tool.  

[bookmark: _Toc212200260]Detailed Eligibility Criteria

As part of the analyses of system vs. multi-level strategy, all PCPs serving adult patients in one of the five participating clinics will be included in our analyses. We will operationalize the following patient level eligibility criteria using EHR query. 

Patients can be identified through the EHR if they have ≥1 completed a visit with a PCP in one of the 5 clinics during the relevant study period (referred to as the index visit). Participants are included if they were 18 years or older, English or Spanish speaking, and had elevated depressive symptoms (PHQ9≥10 and/or PHQ9≥5 and GAD≥10) on the day of or during the 2 weeks prior to an index visit (e.g., pre-visit EHR check-ins). Patients are excluded (based on International Classification of Disease -10 codes) if they have a diagnosis of coronary heart disease (due to an ongoing study of depressed coronary heart disease patients), dementia, intellectual development disorder, severe mental illness (i.e., bipolar disorder, schizophrenia, psychosis), substance abuse are pregnant as well as a documented PHQ9 < 10 or PHQ ≥ 5 and GAD <10 or or PHQ2 only without a PHQ9. Patients are further excluded if they are actively enrolled in a collaborative care or a psychiatry program already providing treatment optimization (i.e., had completed a visit within the prior 3 months). Because psychiatry/CoCM visits can be labeled/misclassified a multitude of ways, any integrated (i.e., embedded in the clinic) behavioral health visit within CUIMC (i.e., psychiatry, psychology, behavioral health, mental health social worker) in the prior 3 months will be excluded. Inclusion/Exclusion criteria were informed by eligibility criteria in collaborative care trials,92 and the fact that PCPs might be less likely to make changes if patient is following with a psychiatrist or already enrolled in a collaborative care program with treat-to-target and provider activation protocols. Each visit at which patients had elevated depressive symptoms represents an opportunity to optimize treatment and patients can be eligible at more than 1 visit. All patient visits will be included regardless of whether they are approached and consented for the Depcare Substudy. Our pragmatic approach means that it was possible that patients may be seeing an outside psychiatrist or therapist not captured in our EHR but aligns with our aim to improve optimization regardless of baseline treatment rates. Once an antidepressant script is filled or mental health visit completed, subsequent “index visits” are excluded. Exclusion criteria were based on self-report for the consented DepCare patients, which also includes access to internet/smartphones or an upcoming psych appointment. As such, it is possible that consented DepCare patients may not overlap with patients eligible using our EHR algorithm only (Table 1). 




	Inclusion Criteria

	Exclusion Criteria

	Inclusion criteria: 
· English- or Spanish-speaking 
· Age 18 years or older
· Elevated PHQ9 >=10
· Elevated PHQ9 >=5 +/- GAD7 ≥10+



	· PHQ9 Screen <10 and/or PHQ9 ≥5 and GAD <10 
· History of coronary heart disease (ICD-10 codes: I21, I22, I23, I25). 
· Pregnancy (O00-O9A)
· Schizophrenia/psychosis (F20-F29) or Bipolar Disorder (F30, F31) 
· History of suicide attempt or self-inflicted injuries
· Alcohol/Substance Abuse (F10-F16, F19)
· Dementia (Alzheimer’s/Parkinson’s F01-F03, G20-G21, G30-G32, G12-G13
· Cognitive impairment (F70-F89) 
· Currently under the care or have appointment pending with a psychiatrist or care manager (last visit in last 3 months) (consented patients only)
· No access to the internet/smart phone and not planning to attend visit in person (where iPad would be provided to the patient) (consented patients only)
· Patients with upcoming psychiatrist/care manager visit in the next 4 months (consented patients only)



                                                                                           
[bookmark: _Toc212200261]Multi-level strategy and System-level strategy Arms 

The investigators now aim to test this multifaceted implementation strategy, informed by the Behavior Change Wheel, for optimizing treatment amongst patients with elevated depressive symptoms (with or without comorbid anxiety) at CUIMC. 



	
	Multi-level Strategy Arm
	System-level strategy Arm

	Clinic 
	(1) QI Support and education around valid depression and anxiety screening 
(2) Local Technical assistance mental health optimization
	(1) QI Support and education around valid depression and anxiety screening 
(2) Local Technical assistance mental health optimization



	Provider
	(3) One-time presentation or video with education and motivational messaging around collaborative care, functionality of the DepCare patient tool and optimal management of depression and comorbid anxiety 
(4) 2-4 quality improvement/implementation team meeting on optimizing mental health treatment in primary care and DepCare (i.e., multi-level, multi-component intervention) implementation 
(5) Automatically-generated decisional support on individual patient treatment preferences (i.e., for every patient who receives the DepCare patient tool)
	(3) Usual Care (social workers are notified of suicidal patients) 

	Patient
	[bookmark: OLE_LINK1][bookmark: OLE_LINK2](6) Patient tool comprised of enhanced depression and anxiety screening (includes option for voice-over questions, point-and-click responses), and for those who screen positive for depressive symptoms (without or without comorbid anxiety), diagnosis recognition support, psycho-education, videos promoting patient engagement in treatment, and personalized medication selection support.

	(4) Usual Care  (patients are intermittently screened by depression/anxiety screening based on clinic resources or provider indications) 



[bookmark: _Toc212200262]DepCare Multi-level strategy Arm 
The clinic (administrators, staff, care managers) will receive quality improvement support and education around depression screening as well as local technical assistance for mental health treatment optimization (administrators and champions were to receive technical assistance every 2-3 months in addition to 1:1 input as needed, and activation emails). The cluster of PCPs in the multi-level strategy arm will receive education and decisional support for optimizing mental health treatment and access to quality improvement/implementation meetings (including motivational and marketing video embedded in a baseline survey promoting CoCM and treatment optimization; access to a treatment optimization smartphrase in Epic [i.e., Epic tools that allow chunks of text, like “.DepCare” to generate a short user-generated phrase into patient notes], regular emailed motivational newsletters with patient success stories, feedback on screening/optimization rates, reminders/activation around referrals/titrating antidepressants and EHR delivered decision support on individual patient preferences among the subset of eligible patients consenting to receive the Depcare Tool. Eligible patients will receive a tool that facilitates enhanced screening, diagnosis recognition, treatment selection support, psychoeducation, and activation with feedback to PCPs. 

[bookmark: _Toc212200263]System-level strategy Arm
The clinic (administrators, staff, care managers) will receive quality improvement support and education around depression screening as well as local technical assistance for mental health treatment optimization. The cluster of primary care providers and patients in the active comparator arm will have access to this clinic-level strategy (i.e., the same clinic level multi-level strategy as in the DepCare group), but will not receive any provider or patient-level interventions.

[bookmark: _Toc212200264]Overview of Study Timepoints and Measures 
The study protocol called for a pre-implementation period that took place from 7/31/2020 to 7/31/2021, an implementation period from 8/1/2021 to 12/31/2021, and a post-implementation period from 1/1/2022 to 12/31/2022. Participants recruited in 12/2022 were followed for 6 months into 6/2023. The key study events were tracked using the Stages of Implementation Completion,93 adapted to track implementation strategies in patients with CoCM already in place. PCPs were randomized on 8/30/2021 in the ACN and 2/7/2022 for ColumbiaDoctors. The pilot study of the DepCare Tool was laucnehd on 8/3/2021 and completed 2/9/2022. The PHQ training started to be disseminated on 1/2021/2022, the first preference report 2/11/2022, The date of the first multi-level strategy physician viewed the multi-level strategy video (1/13/2022) and the first TA meeting 4/26/2022. The audit/feedback newsletter to providers occurred 11/10/2022. In 12/2022 as study funding ended, ongoing delivery of the Depcare tool was deemed infeasible. 


[bookmark: _Toc212200265]Primary and Secondary Outcomes

The primary outcome is patient treatment optimization (reach) defined as initiating, intensifying, newly adhering (in patients prescribed an antidepressant but with no fills in prior 4 months), or augmenting antidepressants and/or completion of any mental health visit (i.e., integrated/CoCM) during the 4 months following an index visit. Prespecified secondary outcomes include: 

(1) the provider taking action to optimize depression treatment at the index visit defined as [a] placing a referral for integrated/CoCM or any mental health provider [b] initiating, intensifying, switching and/or combining antidepressants, providing depression management counseling [i.e., on adherence to treatment regimen] (adoption)
(2) patient receiving any depression treatment during 4 months post-index visit vs. 4 months pre-index visit
(3) among patients initiating an mental health/integrated/CoCM visit within 4 months, those completing ≥2 mental health visits during the 6 months following index visit (reach-maintenance)
(4) among patients initiating an antidepressant within 4 months, those with ≥2 antidepressant fills during 6 months following index visit (reach-maintenance

All data will be available via a CUIMC Data Warehouse query for referral orders, patient visits, Patient Health Questionnaire flowsheets, and medication fill dates. To operationalize outcomes, data will be intermittently validated by direct chart review. For example, providers often placed orders for “behavioral health” or “psychiatry” even when they are attempting to refer the patient to CoCM and as such we will include all mental health referrals or visits in our operationalization of “integrated/CoCM” visits and referrals given they are embedded within clinics at CUIMC. We will also validated a subset of antidepressant fill data and confirmed dispense reports. ColumbiaDoctors do not have an extractable orderset for CoCM/Integrated care, which will be conducted via PCP notes and EPIC messages to care managers. Care manager intake sessions will be found in “telephone” encounters. As such referrals and visits will be extracted manually by 2 medically trained abstractors blinded to group assignment.  To align with other sites, we will not count referrals to outside therapy/psychiatry or evidence that patients are seeing a counselor outside CUIMC, to align with the fact that this data is not available in data queries in other sites. 

For patients randomized within the DepCare substudy, 2 blinded raters will extract patient level metrics, which include baseline treatment and adherence rates, provider behavior at the index visit and subsequent visit, patient engagement rates at 4 and 6 months, depressive symptoms/anxiety at 6 months (Table 1). The two raters will enter metrics into REDCAP separately and resolve any conflicts based on consensus. The consensus section will be used for final analyses. Data will be extracted based on ordersets and documented visits, but supplemented using notes (e.g., assessment and plan) to ascertain whether a patient is already in treatment at baseline, nonadherent and/or initiated treatment either within CUIMC (integrated/CoCM) or any mental health treatments (including documentation that patient started treatment outside CUIMC). We also collected the proportion of days covered for anti-depressants at 6 months post index visit. 



	Outcomes on ClinicalTrials.Gov
	

	Outcome
	Description 

	Primary Outcome Measure: Total proportion of patients who initiate or optimize depression treatment

	The proportion of patients who initiate or optimize depression treatment, defined as those with at least 1 mental health visit or antidepressant fill during the 4 months following enrollment. Hypothesis 1: this proportion will be greater for patients of providers in the Multi-level arm than for the System-level strategy arm [Time Frame: During 4 months post-index visit]

	Proportion of patients whose providers take action to optimize depression treatment

	The proportion of patients whose providers take action to optimize their patients' depression treatment at the index visit, defined as placing a mental health referral for collaborative care or other mental health services; initiating, intensifying, switching and/or combining antidepressant medications; and/or providing depression management counseling [i.e., on adherence to treatment regimen]. Hypothesis 2: this proportion will be greater for the multi-level arm than for the System-level strategy arm [Time Frame: Index Visit]

	Change in proportion of patients receiving any depression treatment
	Change from baseline in the proportion of patients receiving any treatment for depression, defined as filling an antidepressant and/or attending one or more mental health visits during the 4 months following enrollment. Hypothesis 3: This proportion will be greater for the multi-level arm than for the System-level strategy arm. [Time Frame: 4 months pre-Index Visit, 4 months post-index visit]


	Proportion of patients with at least 2 mental health visits
	The proportion of patients with at least 2 mental health visits (i.e., with a mental health specialist). Hypothesis 4: This proportion will be greater for the multi-level arm than for the System-level strategy arm.
[Time Frame: During 6 months post-index visit]

	Proportion of patients with at least 2 antidepressant fills
	The proportion of patients with at least 2 antidepressant fills. Hypothesis 5: This proportion will be greater for the multi-level arm than for the System-level strategy arm.
[Time Frame: During 6 months post-index visit]


	Mean decisional conflict scale

	Mean decisional conflict (measures personal perceptions of uncertainty around choosing among treatment option, 10 items, range 0-100, higher score indicates greater conflict) of patients. Hypothesis 5: the mean decisional conflict will be lower for the multi-level arm than for the System-level strategy arm.
[Time Frame: Baseline]





[bookmark: _Toc212200266]Current Statistical Analysis and Approach 

Patient characteristics at the time of their first index visit are summarized using frequencies and percentages for categorical variables and means [SDs] or medians [IQRs] for quantitative variables. Three closely related hypotheses were tested to evaluate the effectiveness of the multi-level multi-component implementation strategy:

   H1:	During the post-implementation period, the proportion of providers’ patients who optimize treatment (attending ≥ 1 integrated/CoCM visit and/or filling a prescription for a new/higher/changed antidepressant) is higher for providers randomized to the multi-level strategy arm vs. providers randomized to the enhanced control arm . 
   H2:	The proportion of patients for whom their provider optimizes treatment is higher for providers randomized to the multi-level strategy arm vs. providers randomized to enhanced control arm. 
H3:  	The proportion of eligible patients who receive ≥2 visits and/or antidepressant fills (reach-maintenance) will be higher in the multi-level strategy arm vs. System-level strategy arm. 

    

For these analyses predicting patient behavior we estimated a multilevel logistic regression model,94,95 where index visits (level 1) are nested within patients (level 2) who are nested within provider (level 3), predicting optimization within 4 months (yes/no), with the Arm (multi-level strategy vs system-level) as the only predictor. Provider (the unit of randomization) and Patient were treated as random effects. Estimates of pre-specified contrasts, corresponding to the above hypotheses, were computed and tested using the Wald F-test (2-tailed, α=0.05). Odds ratios (ORs) and their 95% CIs were obtained by exponentiating the contrast estimates and their 95% CIs. Patients’ outcomes were all analyzed in the arm to which their providers were randomized (intent-to-treat principle), regardless of whether they completed the patient-level strategy (DepCare tool). The same approach was used to evaluate the effect of the multi-level strategy on secondary patient behavior outcomes, including separate analyses of completing ≥1 CoCM manager or psychiatry visit, filling ≥1 new/modified prescription and completing ≥2 behaviors within 6 months of an index visit (reach-maintenance). For the analyses of provider behavior (adoption), we determined the number of patient index visits and proportion of these in which the provider optimized treatment (made a referral to CoCM or psychiatry and/or wrote a new prescription for or modified the dose of a previously prescribed antidepressant) and used these to estimate a multilevel binomial regression model predicting the proportion of index visits that providers optimized, For these analyses, Provider was treated as a random factor. Because both patient and provider outcomes were based on documentation in the EHR (EPIC), missing data were effectively treated as “non-optimized” behavior. While all visits and medications are well documented in EPIC, we nevertheless note this as a limitation, one that could downwardly bias our estimates of optimization rates but is unlikely to bias estimates of differences between arms or change from pre- to post-implementation periods. We have also performed pre-planned exploratory subgroup analyses to examine whether the effect of the multi-level strategy is similar in the Columbia Doctors vs. ACN clinics in order to address potential differences in patient demographics between the 2 settings. We also conducted a sensitivity analysis that excluded PCP champions involved in our system-level multi-level strategy (and their patients). All analyses were performed using the GLIMMIX procedure in SAS 9.4.


In exploratory analyses, we examined pre-post differences predicting reach, adoption and reach-maintenance by estimated a multilevel logistic regression model,94,95 where index visits (level 1) are nested within patients (level 2) who are nested within provider (level 3), predicting optimization within 4 months (yes/no), with the Arm (multi-level strategy vs system-level strategy) × Period (pre- vs. post-implementation) interaction (4 categories) as the only predictor. We also explored differences in reach and adoption in consented and enrolled patients receiving the DepCare tool vs. usual care based on provider randomization. 
 

Descriptive statistics were used for provider level data. The implementation outcomes were originally administered on a scale of 0-4 and converted to a scale of 1-5 prior to analyses. 

[bookmark: _Toc212200267]Sample size Calculation 
Our primary aim was to compare the multi-level to the system level implementation strategies. The sample size calculation was originally informed by the observed effect sizes of prior patient-level preference-driven trials on treatment initiation and clinically relevant change in treatment engagement.96,97 In our systematic review of interventions shown to improve initiation in depression treatment in primary care settings, patient level interventions (i.e., motivation/activation and treatment preference matching) saw differences in treatment initiation of 15-25% between intervention and usual care arms.98 In this review, multi-level and multi-component engagement interventions (vs. enhanced usual care arms) showed effect sizes of 20% (e.g., multicomponent care management and case management interventions).98 Based on this evidence, we assumed an effect size of 20% for our primary outcome, patient optimization behavior. Using preliminary pre-implementation data from an ongoing depression screening trial of coronary heart disease patients (i.e., usual care), we found that 20% of patients (10 out of 50) initiated treatment within 3-4 months and that 40% were on treatment at 6 months post index visit. We therefore assumed that those with elevated depressive symptoms in the System-level strategy arm would have a patient optimization rate of π=40% and that the patients in the multi-level strategy arm would have an optimization rate of π=60%, a difference of 20%. In a typical RCT, one without clustering by provider, N=97/arm (with no missing data) would provide 80% power to detect the hypothesized 20% difference between arms (and >80% power to detect a 20% if the patient optimization rate happens to be either higher or lower than π=40%). When initially planning this group RCT (GRCT), we anticipated being able to randomize 36 providers. In our preliminary data, we also observed that the intraclass correlation coefficient (ICC), a measure of the degree of clustering by provider, was 0.076. Using the standard power calculation formula for GCRTs,99 we determined that 36 providers (18 per arm) with an average of 9 patients with eligible index visits/provider (N=324 patients in total) would provide 80% power to detect the hypothesized 20% difference between arms in patient optimization rates; 17 patients/provider (612 total patients) would provide >90% power]. In the actual study, we were able to randomize 44 providers (605 patients). 

Although visits were nested within patients who were nested within clinicians, a prior simulation study has shown that there is no added benefit (with respect to estimating statistical power) to accounting for the intermediate level of clustering (patients) once one adjusts for the ICC for providers.100

The “standard power calculation formula for GCRTs” works well if there is not too much variability from provider to provider in the number of patients/provider. However, 3 providers had no patients with an eligible visit during the post-implementation period and although the number of patients/provider averaged 15.5 among the remaining providers, it ranged from 1 to 110 (median=7, interquartile range: 4 to 18). This certainly reduced the study’s power substantially, compared to a study where each provider had, say, 10-20 patients with an eligible visit. Using the formulas in Hemming et al,101 and the observed ICC for providers, 0.031, a sample size of 470 patients with 1 index visit/patient would have been sufficient to provide 80% power to detect the hypothesized effect, and the actual sample size of 605 would provide 88% if we only analyzed patients first eligible index visit. Finally, based on the observed standard errors in the final analysis that included multiple index visits/patient while adjusting for clustering by provider and clustering by patient within provider, we calculate that the study, as conducted, had ~94% power to detect the hypothesized 20% difference between the multi-level multi-component implementation strategy and the system-level strategy. Thus, the study’s failure to detect the hypothesized effect cannot be attributed to a lack of statistical power. 


[bookmark: _Toc212200268]Recruitment, Informed Consent and Procedures 
To ascertain why our implementation strategy did or did not work, we will recruit and consent a subset of PCPs to administer an exit survey; staff/administrators/BHP to administer pre-post surveys; and a subset of patients to receive the the DepCare tool (based on their PCP’s assignment) followed by a survey. Among the subset of patients consented to participate in the DepCare substudy, two medically-trained abstractors blinded to group assignment independently reviewed the EHR for evidence of patient- and PCP-level optimization. Discrepancies will be resolved through discussion and consensus with a third study team member if needed (none of the cases required a third team member). 


PCPs Recruitment and Procedures. 
We approached clinics through communications with the ACN and Columbia Doctors leadership, specifically the directors of each of the clinics who could decide whether practices should participate in the trial. These health system leaders were provided with details of the implementation strategy prior to agreeing to participate. Altogether 5 clinics agreed to participate. All PCPs in a participating practice will be included in the study.  All PCPs will be approached to complete a survey. 

PCPs will be contacted via (1) email through the NYP/ACN/Columbia clinic directory with option to learn more about the study by clicking on a link embedded within the email that takes them to an online Qualtrics/REDCap-based information sheet or if preferred undergo verbal consent by phone, via zoom or in-person (2) during staff meetings (i.e. interdisciplinary meeting) or (3) flyers with the QR code of the study. Providers will be contacted via professional networks if they left the clinic. Providers can be approached in person in between clinical sessions as well to complete a paper version of the survey. All providers will be consented.    

[bookmark: _Hlk84885204]In Step 1, multi-level strategy PCPs will be asked to view a provider education video and complete a brief questionnaire confirming they viewed the video and if they found it acceptable, helpful, and satisfactory followed by a survey. Multi-level strategyproviders will continue to receive newsletters/updates via email. 
 
In Step 2, both multi-level strategy and System-level strategy providers will be asked to provide consent and complete a questionnaire via Qualtrics. Participants will elicit feedback on the acceptability/ satisfaction with and determinants of depression screening and treatment, particularly telepsychiatry and tele-collaborative care, barriers and facilitators, and depression treatment optimization (Table 2). 


Clinic Staff: 
[bookmark: _Hlk103607816][bookmark: _Hlk103607113]We will recruit administrators, medical assistants, care managers, psychiatrists, psychologists, patient navigators, patient billing coordinators, and patient financial advisors in the clinics. Individuals will be contacted by email through the NYP/ACN/Columbia clinic directory and will have the option to learn more about the study by clicking on a link embedded within the email that takes them to an online RedCap/Qualtrics-based information sheet. Based upon preference, interested staff will also have the option to reach out to a member of the research team to undergo verbal consent by phone, via zoom or in-person. Staff participants will view a depression screening video and complete a study questionnaire via Qualtrics (note: the questions posed in the questionnaire are identical to those administered to provider participants) (Table 2). Staff could be approached in person during clinic hours as well to complete a paper version of the survey. All staff will be consented. In addition, staff who identify themselves as administrators and care managers will also be asked to fill out a separate, specific questionnaire concerning collaborative care and the level of integration at two time points during the study period (at baseline and at 6-months). For both NYP/ACN/Columbia clinic providers and staff, the study will be presented and completed both in-person or on zoom (during non-research related medicine or interdisciplinary problem solving meetings and staff/team “huddles”) as well as via email notification by clinic administrators/directors. The first 30 respondents to the baseline Staff Survey will be entered into a raffle to receive prizes. 


Patient Recruitment Procedures. 

All patients of enrolled PCPs with eligible visits will be included in the analyses. A subset of patients will be approached, screened and consented to elucidate impact of the Depcare tool itself. As part of a quality improvement initiative around improved depression and anxiety screening, clinic administrators and leaders, clinical navigators identified patients with upcoming appointments and approached a random sample of eligible patients (e.g., not receiving treatment from a care manager or psychiatrist) before calling patients to administer the PHQ9/GAD7, which was inputted in the patient’s chart (Figure 2). [image: ]

[bookmark: _Hlk84332328]Study activity for patient participants is dependent upon randomization at the provider-level and will include two groups, namely patient participant in Multi-level strategies. System-level strategy arm. As part of our recruitment approach, the caring clinic provider will approve the enrollment of his/her patient in the study and the first information received by the patient for the purpose of enrollment will be from an individual who has legitimate access to the patient’s medical information. Using the data collected as part of the NYP/ACN/Columbia’s QI initiative, clinic staff will generate a list of patients who a) meet initial study eligibility criteria, b) have the caregiving clinic provider’s approval to approach and c) have been introduced to the study. This list will be sent via an encrypted email message, or via a secure REDCap form to approved research staff on a weekly basis. Using the list provided by clinic staff, members of the research team will access patient medical records under an IRB-approved HIPAA waiver to further screen for exclusion criteria and as applicable, obtain missing data (i.e. a secondary phone number).

[bookmark: _Hlk84875369]For patients who meet study eligibility criteria, research staff will contact them by phone and invite them to participate in our study or coordinate to meet them in-person if the participant prefers. Once the patient is deemed eligible based on a screening survey (i.e., lack of access to the internet and not planning to attend visit in person, not seeing a psychiatrist for a predefined exclusion criteria such as bipolar disorder, suicidality, schizophrenia), the coordinator will receive a notification alerting them to whether the patient is in Multi-level strategy or system level strategy. Patients in both groups will be approached, consented, and enrolled identically (they will have the same consent form and eligibility screening process). Patients who provide consent will undergo a brief screening to confirm eligibility. Those who do not qualify will be informed and thanked for their time. 

Patient Participants – Usual Care:  Those patients who qualify will receive a link by email or text (based on preference) thanking them for their time. After they have had their SOC appointment, they will have the option to complete the study questionnaire via RedCap/Qualtrics or via phone or in-person at the patient’s clinic appointment or a scheduled research study visit based on patient preference and coordinator availability.

[bookmark: _Hlk114602986]Patient Participants – DepCare: Those patients who qualify will go on to receive a link to the eSDM tool via text or email, or in-person via an encrypted and registered Columbia University/NYP device. Participants will have the option of completing the DepCare tool (1) on their own (2) with the help of a coordinator by phone or (3) in-person with a device of the participant’s choosing or a study device at their upcoming appointment or at a scheduled research study visit (Figure 2). For all participants in the multi-level strategy arm, a summary report will be generated and sent to the patient’s provider and relevant clinic staff regardless of tool completion to ensure providers are notified of their patient’s participation. After they have had their appointment and the opportunity to interact with the tool in the mode that they prefer, participants will have the option to complete the study questionnaire via RedCap or via phone or in-person at the patient’s clinic appointment or a scheduled research study visit based on patient preference and coordinator availability (Table 1). Once consented and randomized, patients will be included in the analyses (e.g., rarely a patient was found to be ineligible e.g., due to serious mental illness during chart extraction of the primary outcome).  
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	Table 1. PATIENT – LEVEL SUBSTUDY MEASURES (survey and chart extraction) 
*=Not reported in this paper

	Measure
	Multi-level strategy(N=XX)
	Control (N=XX)
	
       SOURCE

	Consent/Medical release
	X
	X
	Survey

	MRN
	X
	X
	EPIC EHR

	Patient ID
	X
	X
	Research REDCAP

	Demographics
	X
	X
	Survey/EHR

	Eligibility (Not in psychiatry for one of exclusion criteria)
	X
	X
	Survey/EHR

	On Medication, Taking 90% of time
	X
	X
	Survey

	EMR Patient contact/update
	X
	X
	HER

	Patient Health Questionnaire (PHQ) 9*102 
	X
	X
	QI RedCap

	Generalized Anxiety Disorder (GAD) 7*
	X
	X
	QI RedCap

	Type of multi-level strategy received (In person/remote/help, brochure)/ Notes *
	X
	
	Research REDCAP

	Date and completion status of Tool, Brochure, Provider Report (implementation-strategy fidelity)
	X
	
	Tool Output

	Preference and Barriers to using DepCare (implementation- strategy fidelity)
	X
	
	Tool Output

	Global Provider Trust Question in Primary Care Assessment Survey (PCAS)103,104 and Satisfaction with health care for personal or emotional health33,105 (moderator)
	X
	X
	Survey

	Attitudes around insight into depressive symptoms as well as importance of treating symptoms and intention were adapted from a risk communication and attitudes survey.106  (mechanisms)
	X
	X
	Survey

	Decisional conflict Scale (10 item response questionnaire that ascertains the degree to which patients understand their options and any conflicts they have in making decisions about depression treatment with 37.5 indicated decision delay;  ≤25 conflict)103 (mechanisms)
	X
	X
	Survey

	Depression Treatment Preferences (medications, video or in person counseling, nontraditional options) informed by YouGov survey of MI patients.107 *
	X
	X
	Survey

	Current Treatment (meds, therapy)  *
	X
	X
	Survey

	Acceptability of both CoCM and DepCare tool based on the four-item validated measure of acceptability of implementation measure- (AIM)108 (sustainability-implementation outcome; )
	X
	X
	Survey

	Net promoter Score asks participants “how likely is it that you would recommend this program to a friend on a scale of 0-10”?109 ( sustainability-implementation outcome for CoCM; precondition for tool)
	X
	X
	Survey

	Treatment Barriers informed by the National Comorbidity Survey110 (determinants)
	X
	X
	Survey

	Physical Activity based on IPAQ *
	X
	X
	Survey

	Patient activation measure (PAM) a measure on a scale of 0-100 on how activated a patient is (mechanism)
	X
	X
	Survey

	Loneliness*
	X
	X
	Survey

	EHR extraction of referral, adherence counseling, & medication intensification/initiation (adoption-exploratory)
	X
	X
	6 month Chart Extraction

	Interim PCP visits, Provider Name/Date/Time/Multi-level strategy status  
	X
	X
	6 month Chart Extraction

	EMR extraction of new mental health visit attendance and/or med refill (based on visits and provider/social worker documentation of outside treatment) and Proportion of Days Covered for antidepressants (reach-exploratory)
	X
	X
	6 month Chart Extraction







	Table 2. PROVIDERLEVEL SUBSTUDY MEASURES & CLINIC LEVEL PRIMARY ANALYSIS 
*=not reported in this paper 

	Survey 
	Multi-level strategy (N=XX)
	System-level strategy (N=XX)
	

	Telemedicine Preference, Usability, Satisfaction, Future use*
	X
	X
	Survey

	Depression screening preference *
	X
	X
	Survey

	Determinants/Barriers to telepsychiatry/telecollaborative care informed by the Theoretical Domains Framework and Consolidated Framework for Implementation Research (determinants)
	X
	X
	Survey

	Acceptability, Feasibility, Appropriateness of Integrated/Collaborative Care108 (sustainability-implementation outcome)
	X
	X
	Survey

	Net Promoter Score 109 (sustainability-implementation outcome)
	X
	X
	Survey

	Demographics 
	X
	X
	Survey

	Burnout out: Single-Item Measures of Emotional Exhaustion and Depersonalization in Burnout Assessment111 (at least weekly on either emotional exhaustion or depersonalization)112 (moderator)
	X
	X
	Survey

	PIP is an organizational integrated care self-assessment survey (administrator only)113 ((moderator))*
	X
	X
	Survey (administrators psychiatrists/CM only)

	Organizational readiness for change has been adapted for Implementing Digital Health (median score). Organizational readiness for change is a multi-level, multi-faceted construct. As an organization-level construct, readiness for change refers to organizational members' shared resolve to implement a change (change commitment) and shared belief in their collective capability to do so (change efficacy).114  (moderator)) *
	X
	X
	Survey

	Types and number of providers who received Training video, in person vs. online (Implementation-strategy fidelity)
	X
	
	 Qualtrics Survey + SIC Database

	DepCare Tool feasibility (recruitment, retention, adherence) (implementation-strategy fidelity)
	
	
	Research + QI RedCap 

	Types and number of patients who received DepCare summary report (implementation-strategy fidelity)
	X
	
	Tool Database

	CLINIC LEVEL 

	EHR extraction of visits, flowsheets, referral ordersets, and medication fill data for patient (reach) and provider (adoption) treatment optimization 
	X
	X
	EHR








[bookmark: _Toc212200269]Randomization, Allocation and Blinding 
[bookmark: _Toc185118926]Randomization 
Primary care providers at the 5 participating practices will be stratified by training level (resident, chief/attending, NP). A computer-generated allocation table incorporating permuted block randomization within each stratum (created by the study’s blinded biostatistician [JES]) was used to assign the 36 providers working at these practices in 7/2021 to either the multi-level strategy or system-level strategy arm. Eight new providers (e.g., incoming residents) were randomly allocated to arm at the time they joined a participating practice for a total of 44 providers. 

Blinding
For the Depcare substudy, we will ensure that the clinical staff/navigator approaches patients without knowing of what multi-level strategy arm the PCP is in. Only after enrollment will the coordinator be unblinded to the multi-level strategy arm. An outcome assessor blinded to the multi-level strategy arm will conduct the outcome assessment. For the primary outcome assessments, clinical individuals outside the team who are blinded to allocation will conduct the chart extractions.  



[bookmark: _Toc212200270]Ethics and Dissemination

Research Ethics Approval 

The study protocol for the consented research components of the study protocol described below was approved by the Institutional Review Board at Columbia University Irving Medical Center (CUIMC). We received approval to analyze data collected as part of quality improvement.

Informed Consent 
We will obtain informed consent for all staff, patient, and provider surveys including receipt of the Depcare tool. Informed consent will involve a complete description of the study to the participant in clear, easy to understand language. After reviewing and understanding the consent and procedures, those who choose to participate will give their consent to proceed. We obtained a waiver of informed consent for all clinic level analyses to evaluate the impact of our system and multi-level strategies. 

Confidentiality
As part of the process involved in obtaining informed consent, all participants will be reminded that their responses are confidential and that may refuse to participate in the study or withdraw at any time without explanation and further that such an action will in no way affect their future interactions with their participating Medical Center. To ensure confidentiality, all study-related information will be stored securely at the study sites. When paper records are obtained, those containing names or other personal identifies such as locator forms, medical records, and informed consent forms will be stored separately from study records identified by the participate ID number. Anything linking participant ID to identifying information will be stored in a separate, locked file in the area with limited access. All databases will be secured with pass-word protected access systems. All staff will have all relevant IRB and HIPAA training in the protection of human subject participants (Good Clinical Practice). 
Risks
This study involves no greater than minimal risk to participants. One possible risk includes the loss of confidentiality of study data. We have a plan in place to protect participant confidentiality. 

Additionally, some participants may feel uncomfortable answering study questions about depressive and anxiety symptoms resulting in minor stress. Participants will be reminded that participation is voluntary and that they may refuse to answer any question they choose. 

There are no additional anticipated risks associated with the use of the eSDM tool as it has been extensively user tested in other clinic settings and demonstrated high usability and safety when administered to English and Spanish speaking patients across a broad age, gender, race/ethnicity range. 

Benefits 
There is no direct benefit to subjects who participate in this study.  The information obtained as a result of this study may be used to inform quality improvement initiatives involving depression screening and thus may benefit future patients. 

Alternatives
The alternative is not to participate.  

Data and Safety Monitoring
As this study presents minimal risk to participants, there is no plan for a DSMB.  


[bookmark: _Toc212200271]Operationalization of Patient and PCP Survey Items 

For the purposes of this paper, we focused on the following survey items: Demographics; single-item measures of emotional exhaustion and depersonalization in burnout assessment44 (at least weekly on either item);45 a single item burnout question (validated against the Maslach Burnout Inventory) from the widely used Mini Z Burnout Survey,46,47 measures of sleep disturbance and quality (score > 0 on each), the net promoter score (“How likely is it that you would recommend integrated/CCM to a friend or colleague?”) (usability),48 and validated measures of integrated/CoCM acceptability, feasibility and appropriateness.49  Survey design was informed by CFIR and the Theoretical Domains Framework (TDF), which specifies determinants of individual behavior change50 that correspond with the BCW framework used to design our intervention, we also gauged agreement on a scale of 1-5 with key constructs (e.g., comfort discussing depression and anxiety; perceived availability of mental health resources) and categorized those that strongly disagreed or disagreed with the statements. For the purposes of the paper and ensure consistency across levels, analyses were informed by CFIR2.0 only. 

At the patient-level, we focused on the net promoter score (usability);48  integrated/CoCM and Depcare tool acceptability;49  Global Provider Trust Question in Primary Care Assessment Survey (PCAS);51,52 satisfaction with health care for personal or emotional health;53,54attitudes including insight into depressive symptoms, importance of treating symptoms and intention (adapted from a risk communication and attitudes survey);55  decisional conflict scale;51 and perceived treatment barriers informed by the National Comorbidity Survey, which categorized into structural (CFIR2.0: opportunity) and attitudinal (CFIR2.0: motivation/capability) barriers.56
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Attendees are now viewing questions 6 of 13 (46%) voted
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DepCare Provider Survey — Group A and Group B
‘Thank you for your interest in the DepCare study.
An information sheet will be shared with you and a copy will be provided for your records.

Thank you for taking the time to complete this survey. The following questions relate your perceived satisfaction
and usefulness of telehealth visits, telepsychiatry/collaborative care programs and digital health applications.

QL. In your opinion, what is the ideal percentage for each of following modalities that would be convenient for your
‘primary care patients (add up to 100%)?

A. _ %in person

B. _ % phone

C. _%video

D. _ I'mUnsure
Total: 100%

Q2. Satisfaction & Future Use|

Telehealth is the provision of healthcare remotely by means of telecommunications technology (i.e., video, or phone).
‘When we refer to this “system” below, it refers to the video visit system you use most frequently for your telehealth visits
(e.g., Doximity or Haiku).

Neither
Disagree Sl‘;:“"":' Agree nor 5“‘""’:‘" Agree
8¢ | Disagree | A%
1. I feel comfortable communicating
with the patient using the o o o o o
telehealth system.
2. Telehealth is an acceptable way to
receive healtheare services. © © © © ©
3. Twould use telehealth services o o o o o
again.
4. Telehealth visits are a convenient
form of healthcare delivery for o o o o o
me.
5. Overall, 1 am satisfied with this
telehealth system. o o ° ° o

Revised 05/06/2022 Page1of 14 Qb Columbia University IRB

175 Approver st oananas





image5.png
The USPSTF recommends depression screening and treatment in primary care settings. The following questions
ask about how you think patients in your practice should be screened for depression.

Q3A. What do you think is the best way to deliver the 2-item (PHQ2) followed by the 9-item (PHQ9) depression
Screeners to elicit valid and honest responses among patients in your clinc for telehealth visits? (select all that apply)
O Idon’t think we should be screening patients for depression
O By phone prior to telehealth visits (e.g., questions are asked verbally by a medical assistant, non-clinical staff)
O During the telehealth visits by the primary care provider
O Self-administered via patient portal
0 Other

Q3B. What modality do you think is the best way to deliver the 2-item (PHQ2) followed by the 9-item (PHQS) depression
Screeners to elicit valid and honest responses among patients in your clinic for in-person visits? (select all that apply)
Idon’t think we should be screening patients for depression

Verbally only (e.g., questions are asked verbally by a medical assistant, non-clinical staff member or Primary
Care Provider)

Self-administered by paper prior to visits (e.g., questions are asked via paper or iPad administered by a
medical assistant, non-clinical staff)

During the visits by the primary care provider

Self-administered via patient portal

Oher

ooo O OO

Q4. How much do you agree or disagree with the following statements regarding collaborative care programs (i.¢., which
rely on universal depression screening in the clinic followed by referral to a care manager, often a social worker or nurse,
‘who provides therapy and medication management mostly by phone in collaboration with a psychiatrist) as a method for
‘providing mental health in your clinic?

Neither
Completely | picaoree | Agreenor | Agree | COmPletely
Disagree e o Agree
Dl el e rgems o o o o o
Twelcome collaborative care programs 5 5 o 5 o
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fome pro € o o o o o
Collaborative care programs;
Neither
Cf’“""‘:“y Disagree | Agreenor | Agree C"":E'“dy
Disagre Disagree Agr
A Seem fitting ) o ° o )
B. Seem suitable o o o o o
C._Seem applicable o o o o o
D.Seem like a good match o o ° o o
E._Seem implementable ) o ) o )
F._Seem possible o o ° o o
G Seem doable ) o o o )
H_Seem easy to use o o ° o o
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T Seem affordable (o out-of-
pocket costs)

7. Seem effective (would
improve outcomes)

K. Seem safe (wouldn't worsen
outcomes)

Q5. Ona scale from 0 (Not at all likely) to 10 (Extremely likely), how likely are you to recommend collaborative care to a
colleague?

0 1 2 3 4 5

10

Q6. How much do you agree or disagree with the following statements about the state of mental health treatment in your

clinic? (Check off Answer)
Neither
Stro . Agree Stron
Dls:ﬁ{ Disagree Nor Agree Agxgy
Disagree

A Most providers and staff in my clinic believe
its their responsibility as healthcare ° ° & o o
‘practitioners to screen and treat depression and
anxiety.

B. Most of my patients are screened for depression
prior to telehealth visits (i.e., via phone or o o o o o
EPIC).

C._ Other chronic diseases (e g., diabefes,
hypertension) take precedent over depression ° ° . o o
and anxiety freatment in my clinic (ot
personally)

D. Tam aware our clinic has mental health 5 5 = o o
programs (i.e., collaborative care, psychiatry)

E. Lam satisfied with our clinic’s mental health
‘programs (ie, collaborative o o o o o
care/psychiatry/social work).

F. Resources/equipment are available to make 5 5 = o o
‘mental health programs work in our clinic

G. Patient awareness/need is available fo make 5 5 o o o
‘mental health programs work in our clinic.

H. Primary Care Provider buy-in is available fo
‘make mental health programs work in our o o o o o
clinic.

T Clinic staf get the support they need fo
implement mental health programs, like o o o o o
collaborative care

7. Overall the benefits of mental health programs
like collaborative care for depression and. o o o o o
anxiety outweigh the cost, time and effort.

K. There are enough mental health personzel fo 5 5 = o o
treat depression and anxiety in my clinic
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Strongly | Disagree
Disagree

L. Tam made aware when my patients screen
‘positive for depression (elevated PHQ2 or o o o o o
PHQ9)

M. Ireview treatment preferences before initiating
treatment for all of my depressed or anxious o o o o o
patients

N. Tam comfortable discussing depression and
anxiety with patients

O. Thave enough time to discuss depression and
anxiety treatment options with patients in my o o o o o
clinic

P Provider bumout (1., feeling tired bumt out’)
contributes to suboptimal depression and. o o o o o
anxiety treatment in my clinic

Q Ifeel confident that when I refer a patient to
depression or anxiety treatment they will follow
through (e.g., attend mental health visit, pick up
their antidepressants).

R Iknow which patients fo refer to collaborative
care programs (psychiatry vs. social work vs. o o o o o
psychology vs. community resources)

S. Iwould benefit from additional training in basic
‘psychopharmacology to treat depression and o o o o o
anxiety in my patients

T. Forall of my patients with elevated depressive
or anxiety symptoms, I either provide a mental
health referral, titrate/start antidepressants o o o o o
and/or provide medication adherence
counseling.

Q7. What do you think needs to be done in your current clinic setting to ensure primary care provider and patient engagement
in mental health treatment (e.g., collaboraive care, psychiatry)?
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Q8. The following questions relate to using digital health technology (e.g., patient apps for mental health treatment,
‘remote monitoring, hypertension, diabetes, cardiac-rehab) in your organization (NYP/CUIMC/ACN). To what extent do

‘you agree or disagree with the following statements?

Disagree

Somewhat
Disagree

el Somewhat
Neither . Agree

1. People who work here (ie., Staff, providers) feel

confident that the organization can get people
invested in implementing digital health.

o

2. People who work here are committed to
implementing digital health.

3. People who work here feel confident that they
can keep track of progress in implementing
digital health

4. People who work here will do whatever it takes

to implement digital health.

5. People who work here feel confident that the
organization can support people as they adjust
to digital health.

6. People who work here want to implement
digital health.

7. People who work here feel confident that they

can keep the momentum going in implementing

digital health.

8. People who work here feel confident that they
can handle the challenges that might arise in
implementing digital health.

9. People who work here are determined fo
implement digital health.

10. People who work here feel confident that they.
can coordinate tasks so that implementation of
digital health goes smoothly.

T1. People who work here are mofivated to
implement telehealth/digital health.

12 People who work here feel confident that they.

can manage the politics of implementing digital

health
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Telemedicine and digital health may be associated with burnout among providers. Please answer the following

questions as honestly as you can.

QI3. In the last week I have experienced sleep disturbances (e.g., slept for fewer hours than usual, experienced insomnia
‘more than usual, slept at irregular hours relative to the usual).

O Notatall

Q Several days

O More than half the days
O Nearly every day

Q14. In the last week I have experienced a lower quality of sleep than usual.

O Notatall

Q Several days

O More than half the days
O Nearly every day

QI5. Using your own definition of “burnout”, please choose the description that best matches your experience currently.
Q Ienjoy my work. I have no symptoms of burnout.
O Iam under stress. I don’t have as much energy as I need, but I don’t feel burned out.

O Iam definitely burning out, and I have one or more symptoms of bumout, e.g., emotional exhaustion,
finding it difficult to concentrate, lack of satisfaction with my achievements, etc

O The symptoms of burnout that I am experiencing won’t go away. I think about work frustrations a lot.
O Ifeel completely burned out. I am at the point where I needed to seek help.

Q6. How often do you experience the following?

Afew
. Oncea | Afew Afew
~ = e | = | B2 | B
S bl orless | month ek | ek Y
less
a. Ifeel bumed out from my work o o o o o o o
b. Thave become more callous toward
people since I took this job. ° o o o ° ° o
‘How much do you agree with the following . Somewhat | Somewhat
; Disagree | DA | Neither | agree
I take better care of others than I take care of myself. o o o o )
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Q17. Which of the following best describes your current profession/role (check all that apply)?

‘Physician/Specialist

Nurse Practitioner

Behavioral Health/Social Worker/Care Manager
Medical Staff/Assistant

Front Desk Personnel/Patient Financial Advisor (PFA)
Business/Hospital Administration

‘Information Technology Specialist

Researcher

‘Public Health/Policy
Oher (please specify):
Decline to respond

oodoodooddoodoo

%
E
g

Q19. 1. What is your current gender identity?

O Woman O Man

O Trans Woman (Male-to-Female) O Trans Man (Female-to-Male)

O Gender Nonbinary / Genderqueer O Additional gender category (please specify):
O Don’t know/Not Sure O Prefer not to say

Q20. What Practice are you in?

‘Washington Heights/Broadway/Rangel Community Health Center
Farrell Family Medicine

AIM clinic

Cornell Internal Medicine Associations

‘Columbia Doctors

Other

oogoodo

Q21. What kind of practice are you in?
O Cardiology

O Internal Medicine/Primary Care
O Family Practice

Q Oher:
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If “Behavioral Health/Social Worker/Care Manager” OR “Business/Hospital Administration” are selected for
question Q17, then display:

‘This is the Practice Integration Profile (PIP), an organizational self-assessment survey operationalizing the ideas and
Defining Clauses in C.J. Peek’s Lexicon of Collaborative Care (2013). The lexicon defines integration as:

The care that results from a practice team of primary care and behavioral health clinicians, working together
‘with patients and families, using a systematic approach to provide patient-centered care for a defined population.
This care may address mental health and substance abuse conditions, health behaviors (including their
contribution to chronic medical illnesses), life stressors and crises, stress-related physical symptoms, and
ineffective patterns of healthcare utilization.

‘The PIP takes about 10 minutes to complete and has two purposes. First, it is meant to help you and your practice to
assess where you are with your integration efforts. Second, we will use the results to improve the survey itself. All
information will be analyzed and reported in a form that does not identify you or your practice. Responding to all
questions is extremely important.

Directions: We suggest that it be rated both by the Medical Director and a Senior Behavioral Health Clinician. First,
‘please check that you have reviewed the terms and conditions. Then, read the statements in each of the six dimensions and
select the response that best reflects your organization. Most items ask for a rough approximation of how often your
‘practice meets a particular criterion and with a numerator and denominator to guide your thinking. You don’t need to
collect specific data — fust provide your best estimate. Where we refer to “patients”, feel free to consider family,
caregivers, surrogates and other stakeholders as appropriate. Some items are ordered such that each level implies that all
the previous criteria are met. Please choose the highest level that applies.

Practice Workflow

‘enefit from assessedand | care
integrated receive care o o o © o
Behavioral Health | using a Denominator = #

(BH). consistent set of | of patients in
processes need of BH

2| weuseregistty | Insomnia regisiry | Numerator =# of
tracking for patients ‘patients in BH
with identified BH registries
issues. o o ) ) o

Denominator = #
of patients with
BH needs

3 [ -..we provide Example we Numerator = # of
coordination of care | coordinate ‘patients receiving
for patients with appointments | coordinated care

identified BH issues. | with outside
‘medical and non- | Denominator = #
‘medical of patients with o o o o o
providers, or BH needs
assist with social
services
contacts
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Denominator = #
of patients
‘needing referral

to community

——-we provide
referral assistance to
connect patients to
specialty mental

Psychiatry for
persistent severe
‘mental illness

Numerator = # of
‘patients receiving
assistance fo

specialty mental
health resources

Denominator = #
of patients

to specialty

~-we use a standard
approach for

problem list or
other well-
defined place

Denominator = #
of patients with
BH needs

I1. Clinical Services for chronic/complex medical illnesses

-..we have clinicians | A trained

clinician is
available for

patients with

non-crisis
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~—-we have clinicians | 4 frained Numerator =#
available on site to | clinician is hours per week
respond to patients in | available for | crisis BH.
behavioral crisis | acurevisits or | services are
walk-in patients | available
in behavioral © @ ©
crisis Denominator = #
of hours the
clinic is open per
week
~wehave BH Schizophrenia, | Numerator =#
clinicians who can | problem hours per week
respond to seriously | drinking, etc. | BH services for
‘mentally ill and Seriously
substance-dependent ‘mentally ill and
‘patients. Substance-
dependent
patients are o o o
available
Denominator = #
of hours the
clinic is open per
week
e offer i.c. diabetes, Numerator = # of
‘behavioral cancer, heart | patients offered
interventions for | disease, and BH interventions
‘patients with Inpertansion | for
chronic/complex chronic/complex
medical illnesses medical illnesses o o o
Denominator = #
of patients
needing such
services
—_-we employ BH. Numerator = # of
clinicians with a BH staff with
background and training in.
training in complex complex o
or specialized specialized
behavioral health behavioral health © © ©
therapics. therapics
Denominator =4
of BH staff
e offer substance | i.e. screaning and | Numerator = # of
abuse interventions, | brief infervention | patients offered
including evidence- BH interventions
‘based Screening and for
Bricf Intervention. chronic/complex
medical illnesses o o o
Denominator =#
of patients
needing such
services
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—we offer Moderate Numerator = # of
‘prescription depressionand | patients offered
‘medications for anxiety ‘prescription
routine mental health ‘medications for
and substance abuse routine mental
diagnoses. health or
substance abuse o o o o o
diagnoses
Denominator = #
of patients
needing such
services
we offer Major Numerator = # of
‘prescription depression, bi- | patients offered
‘medications for polar, ‘prescription
scrious complex co- | schizophrenia | medications for
oceurring mental Scrious mental
‘health and/or health or
substance abuse substance abuse o o o o o
diagnoses diagnoses
Denominator = #
of patients
‘needing such
services
—--we offer referral to | i.e. spirifual Numerator = # of
non-clinical services | advisors, ‘patients offered
outside of our schools, criminal | referrals
practice. Jjustice
(probation and | Denominator = # o o o o o
parole, drug of patients
courts), or needing such
vocational services
rehabilitation
III. Workspace Arrangement and Infrastructure
R S |t E [ [ e | PR || | 2,
Clinicians work in: | or unit ‘pick the best BWD‘”","' Different | “Opce | parts of the | - shared
descriptor of ildings | Floors | Suites | samesuite | s
Sl o o o o o
___patient Medical and BH | Numerator =# of .
treatment/care plans | clinicians use the | patients with Never | Sometimes | Often | Frequently | Always
are routinely same Electronic | shared records ©%) | (1-33%) | (466%) | (67-99%) | (100%)
documented ina Record
‘medical record (Treamentor | Denominator = #
accessible to both | patient care of patients
BH and medical plans may be receiving BH o o o o o
clinicians. condition specific | services
ornot)
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IV. Integration Methods

_BHand Medical | This includes | Numerator = # of
Clinicians regularly | active ‘patients with
exchange communication | regular active
information about | such as exchange of
‘patient care. “tasking” or information
both clinicians
signing shared | Denominator = #
documentation | of patients
but does not receiving BH o o o o ©
include passive | services
‘communication
such as simply
documenting in a
place that is
available to the
other clinician
~_there arc regular | This includes buf | Educational o [Educational fome [Frequent |Regularly
educational activities | is not limited o | activities should ~ftructured  htivities are pctivities pctivities  fscheduled
including both BH | sessions focused | be jointly pducational providedto  with both  with. ((monthly.
and Medical on specific provided to petivities  [BH and i participation |quarterly,
Clinicians conditions such | medical and nd BH by both etc) activities
o || Flinicians nedical and with full _
chronic painor | clinicians BH participation
i linicians  [by both
Includes cast [pcdical nd
conferences, clinicians
Semmar ke o o [} [} o
_BHand Medical | Face-fo-face Numerator = # of
Clinicians regularly | contact fo discuss | patients
spend time together | patient care, discussed in
collaborating on including but not | person
‘patient care limited to offices, o o o o o
exam rooms, Denominator = #
hallways, or of patients
conference i
rooms
___patients with BH | Joint visits with
nceds have shared | patient,
care plans developed | caregivers,
Jointly by the patient, | medical and BH
BH and Medical clinicians for Denominator = #
clinicians. development of a | of patients
P’"b“;‘ﬁ' and | receiving BH
action plan;
e services o o o o o
development of
the problem list
and plan by
i
clinicians meeting.
with the
patient/caregivers

stz e e
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V. Case Identification

1| -..all cligible adults | US Preventative | Numerator
are screened for BH | Services Task | screened.
conditions usinga | Force
standardized recommendations | Denominator = #
procedure. arefollowed for | of adults seen in
behavioral the practice o o o o o
screening of all
adults in areas
such as alcohol
use and
depression.
2| weuse practice- | Billing system, | Numerator = # of
level data to screen | registration data, | patients screened
for patients atrisk | disease registry,
for complex or lab results, etc. | Denominator=# o o o o o
special needs of patients in the
practice
3| -..paticats ar Screening for | Numerator = #
screenedatleast | depressionin | screened
annually for diabetes, anxiety
‘behavioral in heart failure, | Denominator = # o o o o o
conditions related to | efc. of patients with
 medical problem. tasget medical
conditions
7| all patientsare | Poor diers, Numerator =#
screenedatleast | inadequate screened
annually for lfestyle | exercise, sleep o o o o °
or behavioralisk | disorders, efc. | Denominator = #
factors of patients seen
in the practice
5| -—screening data are | Patients with low | Numerator = # of
presented to physical activity | recommendations
clinicians with areflagged for | presented to
recommendations for | physician to clinician
patient care. consider referral
to YMCA; Denominator = #
patients with positive findings o o o o ©
insomniaare | (patients with
flagged for ‘multiple positive
referral to CBT. | screens are
counted multiple
times)
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V1. Patient Engagement

..we successfully | Patients who ‘Numerator=#
engage identified | need counseling | initiating
‘patients in actually start | behavioral
Behavioral Care counseling intervention
Denominator = # o o o o o
of patients who
are identified
with a specific
‘behavioral need
we successfully | Pafients who Numerator=#
setain patients in initiate crm s
5 > :
Denominator = # @ o o o o
of patients who
‘behavioral
b 2
——have specific Numerator = #
systems to identify receiving action
and intervene on to engage or
‘patients who did not refain
care oreomelee Denominator = # ° o o [} o
of patients who
do not initiate o
complete BH.
care
we have follow-up | Scheduled visits | Numerator = # of
‘plans for all patients | with primary ‘patients with a
who complete BH | care provider. | specific follow-
interventions up plan
o o o o o
Denominator = #
of patients who
complete a BH
intervention
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DepCare Patient Survey

Thank you for participating in the study. Some of these questions were developed by researchers and
may have phrases or words that are uncommon. Please try to answer the questions to the best of
your ability.

The following questions refer to your recent visit with your healthcare provider and pertain to both
your emotional and physical health.

1. All things considered, how much do you trust your doctor? For this question, please answer using a
scale from 0 (zero) to 10 (ten), where 0 means “not at all” and 10 means “completely”.

Mark one:
(Not at all) (Completely)
0 1 2 3 4 5 6 7 8 9 10

2. On a scale from O (Not at all) to 10 (Extremely), to what extent do you think you are currently experiencing
signs or symptoms of depression or anxiety?
(Not at all) (Extremely)
0 1 2 3 4 5 6 7 8 9 10

3. How satisfied were you with the health care available to you for personal or emotional problems?
Very Satisfied
Satisfied
Neutral
Dissatisfied

Very dissatisfied

Revised 10/04/2021 Page 1 of 17 i Columbia University IRB

IRE-ARATET53 (10400)
1RE Approvd Date: (2142024
—f For %k unti: 02132025





image19.png
4. Which depression and/or anxiety treatment option would you prefer?
(please select one)

Antidepressants/Medications
Talk Therapy/Counseling
Exercise Program (yoga, group exercise)

Unsure

4a. Considering the option you prefer, please answer the following questions:

Yes Unsure No

1. Do you know which options
are available to you?

2. Do you know the benefits of
each option?

3. Do you know the risks and
side effects of each option?

4. Are you clear about which
benefits matter most to you?

5. Are you clear about which
risks and side effects matter most
to you?

6. Do you have enough support
from others to make a choice?

7. Are you choosing without
pressure from others?

8. Do you have enough advice to
make a choice?

9. Are you clear about the best
choice for you?

10. Do you feel sure about what
to choose?

5. If you were having a personal or emotional problem, how likely is it that you would seek help from the
following? Please indicate your response by selecting the answer choice that best describes your intention to
seek help from each help source that is listed.

1RE Approvd Date: (2142024
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Very Somewhat
Unlikely Unlikely

Intimate partner
(e.g. girlfriend,
boyfriend,
husband, wife,
de’facto)

Parent or Child

Relative or Friend

Mental health
professional (e.g.
psychologist,
social worker,
counselor) in
person

Mental health
professional (e.g.
psychologist,
social worker,
counselor) by
video or phone

Phone helpline
(e.g. Lifeline or
NYC Well)

Doctor/GP/Primary
Care Practitioner

Minister or
religious leader
(e.g. Priest, Rabbi,
Chaplain)

Self-help materials
(apps, online or
brochures)

Antidepressant
medications

Lifestyle (yoga, tai
chi, meditation or
deep breathing,
massage or
chiropractor)

Physical exercise/
Activity
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Natural products/
Herbal Medicines/
Nutritional

| would not seek
help from anyone

| would seek help
from another not
listed above
(please list in the
space provided,
e.g., work
colleague. If no,
leave blank)

Next, are afew questions about a program called collaborative care. Collaborative care takes place in
health clinics and involves a trained health care professional, who provides therapy and can work with
your primary care provider to manage medications for your mood only if you prefer a medication

option.
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6. Please respond with how much you agree or disagree with the following statements about the
recommendation that all patients be screened for (i.e. answer questions about) depression or anxiety in
primary care settings, and if positive for depression or anxiety, be referred to collaborative care (see
description above if prompted).

Neither Completel:
Disagree Agree nor Agree A pletely
o gree
isagree

Completely
Disagree

a. The recommendation
to screen all patients for
depression and anxiety
and refer them to
collaborative care if
needed meets my
approval.

b. The recommendation
to screen all patients for
depression and anxiety
and refer them to
collaborative if needed
is appealing to me.

c. | like the
recommendation of
screening all patients
for depression and
anxiety and referring
them to collaborative
care if needed.

d. | welcome the
recommendation to
screen all patients for
depression and anxiety
and refer them to
collaborative care if
needed.

7. On a scale from O (Not at all likely) to 10 (Extremely likely), how likely would you be to recommend the
collaborative care program to other patients?

(Not at all likely) (Extremely likely)
0 1 2 3 4 5 6 7 8 9 10
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8. Would any of the following hold you back from talking to a social worker or care manager for depressive or
anxious symptoms?

Yes No Unsure

a. My health insurance not
covering this type of treatment.

b. Concern about how much
money it would cost.

c. Being unsure about where to
go or who to see.

d. Not being able to get an
appointment.

e. Problems with things like
transportation, childcare, or
scheduling that would make it
hard to get to treatment.

f. Thinking it would take too
much time or be inconvenient

g. | would want to handle the
problem on my own.

h. Thinking the treatment
wouldn’t work.

i. Not being satisfied with
available services.

j. I received treatment before
and it did not work.

k. Concern about what others
might think if they found out |
was in treatment.

I. Thinking the problem would
get better by itself.

m. The problem doesn't bother
me very much.

n. Concern | wouldn’t be able to
relate to my provider (e.g., due
to race, cultural, religious,
language reasons)

0. Concern about receiving
treatment during the COVID-19
pandemic.
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1. Many people may be feeling alone during this time. How often have you felt lonely during the past week?
Not at all
Several Days (Sometimes)
More than halfthe days (Often)
Nearly everyday (Always)

2. During the past month,, how many hours of actual sleep did you get, at night? This may be different than
the number of hours you spend in bed.

0 hours
1 hours
2 hours
3 hours
4 hours
5 hours
6 hours
7 hours
8 hours
9 hours

10+ hours
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3. In the past week, on how many days have you done a total of 30 minutes or more of physical activity, which
was enough to raise your breathing rate?

This may include sports, exercise, brisk walking, or bicycling for recreation or transportation (to get to and from
places), but should not include housework or physical activity that may be part of your job.

0 days
1 day

2 days
3 days
4 days
5 days
6 days
7 days

3a. If 0 days, Why have you not done physical activity in the past 7 days?
No time
No motivation
Fear to exercise
Lack of resources
Covid-19/coronavirus related
Decline

Other (specify the reason):

Coronavirus has changed the lives of many. We will now ask you a few more questions about your
experience.

1RE Approvd Date: (2142024
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1. Do you think you've been infected with the coronavirus (e.g., based on testing or healthcare professional
diagnosis)?

Yes
No

Unsure

2. Has your job or housing been affected by coronavirus?
Yes
No

Unsure

3. Sometimes things happen to people that are unusually or especially frightening, horrible, or traumatic.

For example:
* aserious accident or fire
* aphysical or sexual assault or abuse
+ an earthquake or flood
. awar
+ seeing someone be killed or seriously injured
* having a loved one die through homicide or suicide.
* life threatening illness

Have you ever experienced this kind of event?
Yes

No

If yes, in the past month have you...

a. Had nightmares about event(s) or thought about the event(s) when you did not want to?
Yes

No

1RE Approvd Date: (2142024
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b. Tried hard not to think about the events(s) or went out of your way to avoid situations that reminded you of
the event(s)?

Yes

No

c. Been constantly on guard, watchful, or easily startled?
Yes

No

d. Felt numb or detached from others, activities, or your surroundings?
Yes

No

e. Felt guilty or unable to stop blaming yourself or others for the event(s) or any problems the event(s) may
have caused?

Yes

No

4. Have you ever taken medication for depression or anxiety?
Yes

No

5. Have you ever received counseling to manage depressive symptoms or anxiety?
Yes
No
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Next are a few questions about the DepCare tool, an educational and interactive tool that we are
planning to use across our healthcare system. As a reminder, please do not indicate whether or not
you used an electronic tool or website as part of your participation. This will help ensure that this
interview is being conducted fairly.

DepCare is an educational and interactive tool that you can complete on your phone, computer or iPad
at home or in the waiting room and provides:

1) Self-screening to let you know how your emotional health is doing

2) Videos and education on mental health treatment options

3) Tips for talking to your doctor

4) Links to free and convenient treatment

5) Direct self-referral to a mental health provider.

1a. How helpful would it be to receive the “DepCare” screening and educational tool before your doctor's visit?
Extremely helpful
Somewhat helpful
Neither helpful nor unhelpful
Somewhat unhelpful
Extremely unhelpful
Not sure

Prefer not to answer

1b. How would you prefer to receive the DepCare screening and educational tool in the future?
Via a patient portal (e.g., MyChart app that allows you to complete video visits with your doctor)
By email
By text message
By mail/Paper
In Person at my visit (e.g., via an iPad)
None of these options

Other:
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1c. Please respond with how much you agree or disagree with the following statements about the DepCare
screening and educational tool.

Neither
C[c;_mpletely Disagree Agree nor Agree Completely
isagree Disagree Agree

a. The DepCare
screening and
educational tool
meets my
approval.

b. The DepCare
screening and
educational tool is
appealing to me.

c. | like the
DepCare
screening and
educational tool.

d. | welcome the
DepCare
screening and
educational tool.

1d. On a scale from 0 (Not at all likely) to 10 (Extremely likely), how likely would you be to recommend
the DepCare tool to other patients?
(Not at all likely) (Extremely likely)
0 1 2 3 4 5 6 7 8 9 10

1. Which ofthe following best describes your ethnicity?
Hispanic or Latino

Not Hispanic or Latino
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2. Which ofthe following best describe(s) your race? (Please select more than one if applicable)

American Indian/Native
Asian

Black/African American
Hawaiian/Pacific Islander
White

Other (specify):

Unknown

Decline to state/refused

3. What is your current gender identity?
Woman
Man
Trans Woman (Male-to-Female)
Trans Man (Female-to-Male)

Gender Nonbinary / Genderqueer

Additional gender category (please specify):

Don't know/Not sure

Prefer not to say

4. What sex were you assigned at birth on your original birth certificate?
Female
Male
Other:

Don't know/Not sure

Prefer not to say
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5. Do you think of yourself as:
Straight or heterosexual
Lesbian
Gay
Bisexual

Something else:

Don'’t know/Not Sure
Prefer not to say

6. What is your marital status?
Single
Partner/Spouse
Separated
Divorced

Widowed

7. What are your living arrangements?
Alone
With Family
With Friends/Roommates
Other (please specify):
Prefer Not to Say
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8. What is your highest level of education or schooling that you have completed?
3rd grade or less
4th grade
5th grade
6th grade
7th grade
8th grade
9th grade
10th to 12th grade
High school diploma/GED
Some college
College graduate
Some Graduate school
Graduate degree
Professional/ \ocational School

Prefer not to answer

Below are some statements that people sometimes make when they talk about their health.

Please indicate how much you agree or disagree with each statement as it applies to you personally by circling
your answer.

There are no right or wrong answers, just what is true for you. Ifthe statement does not apply to you, circle
N/A.
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Disagree
Strongly

1.1 am the person
who is responsible
for taking care of my
health

2. Taking an active
role in my own health
care is the most
important thing that
affects my health.

3.1 am confident |
can help prevent or
reduce problems
associated with my
health.

4.1 know what each
of my prescribed
medications do.

5.1 am confident that
| can tell whether |
need to go to the
doctor or whether |
can take care ofa
health problem
myself.

6. 1 am confident that
| can tell a doctor or
nurse concerns |
have even when he
or she does not ask.

7.1am confident that
| can carry out
medical treatments |
may need to do at
home.

8. | understand my
health problems and
what causes them.

9. | know what
treatments are
available for my
health problems.

10. I have been able
to maintain lifestyle
changes, like healthy
eating or exercising.
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11. Iknow how to
prevent problems
with my health.

12. 1am confident |
can work out
solutions

when new problems
arise with my health.

13. 1am confident
that | can maintain
lifestyle changes, like
healthy eating and
exercising, even
during times of

stress.
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