Supplement 1. Study Protocol


	
	COMIRB Protocol

	COLORADO MULTIPLE INSTITUTIONAL REVIEW BOARD

CAMPUS BOX F-490    TELEPHONE:  303-724-1055  Fax:  303-724-0990
	


Protocol #: 17-1153
Project Title:
Pilot Feasibility and Acceptability Study of a Relational Playbook and Coaching Intervention for Cardiology Teams to Enhance Employee Well-being and Veteran Care




Principal Investigator: Heather M. Gilmartin, PhD, NP
Version Date:
April 1, 2024





 

I. Hypotheses and Specific Aims:  A brief statement of the purpose of the research

project.  This section should include the hypotheses and specific aims being tested in the research. Note: If you are applying for QA/QI/PE determination, you should not use terms like “hypothesis” or “research;” Instead, use the terms “aims” or “goals” and “evaluation.” (Approx. 1 paragraph)   

Study Procedures 
Purpose: To implement and evaluate the Relational Playbook, an innovative workforce development intervention developed in Dr. Gilmartin’s VA Career Development Award (COMIRB 17-1153) using a pilot, site randomized trial design with a mixed method process evaluation.
Aim 1: We will test the implementation, feasibility and acceptability of the Relational Playbook intervention, coaching strategy, and study procedures in 6 VA Cardiac Catheterization Labs (CCL) and will follow-them for 1 year. All 6 sites will implement the Playbook. CCLs will be randomized to enhanced leadership coaching implementation support (n=3) or standard implementation support (n=3). The enhanced group will receive 6 months of virtual leadership coaching support with Dr. Gilmartin, an associate leadership coach with the VA National Center for Organization Development. The feasibility and acceptability of the Playbook intervention and coaching strategy will be assessed by the VA Collaborative Evaluation Center (VACE) using measures developed by Weiner et al.1 and select Reach, Effectiveness, Adoption, Implementation and Maintenance (REAIM) measures.2 
Aim 2: VACE will conduct a mixed methods process evaluation of intervention implementation to understand 1) intervention adaptations, ease of use, engagement, usefulness, and 2) implementation speed, costs, barriers, facilitators, and unintended consequences, guided by Realist Evaluation. 
We hypothesize that leadership coaching will optimize Playbook implementation compared to standard implementation support. 

II. Background and Significance: 
The Veterans Health Administration (VA) is prioritizing employee well-being due to crisis levels of clinician burnout and turnover. The National Academy of Medicine has proposed the creation of supportive work environments to enhance employee well-being. We conducted a longitudinal, sequential, mixed methods study that identified supportive learning environments in VA cardiac catheterization laboratories (CCLs).3 We identified positive relationships between more supportive learning environments and increased job satisfaction, lower burnout, lower intent to leave, lower CCL turnover in the previous 12 months and increased perceived safety climate.4 We conducted interviews and literature reviews to understand the survey findings. These data informed the creation of The Relational Playbook which includes research-based resources and 50 evidence-based practices that have been distilled into short, easily digestible content suitable for busy healthcare teams.5 The Playbook has been piloted in a single CCL but has not been rigorously implemented and evaluated in diverse clinical settings. 
The purpose of the proposed study is to implement and evaluate The Relational Playbook in six CCLs and test leadership coaching as a novel implementation strategy. We hypothesize that leadership coaching will optimize Playbook implementation.6 Leadership coaching is a novel implementation strategy that enables proactive, knowledgeable, and supportive leadership behaviors.7 Although coaching has been embraced in the VA, through Whole Health and the VA Leadership Coaching Program, no studies have examined the impact on innovation implementation with clinical managers. All sites will implement the Playbook. CCLs will be randomized to enhanced leadership coaching implementation support (n=3) or standard implementation support (n=3). The enhanced group will receive 6 months of leadership coaching support. The standard implementation group will receive logistical support, but no alternative to coaching, such as advisement. We anticipate 6 sites will be sufficient to generate data to inform a future trial. The advantage of comparing leadership coaching to standard implementation support (e.g., no coaching), is the ability to rigorously evaluate an enhanced approach compared to “usual care” in a real-world setting. There are no data available that does not support the study hypothesis. There are no similar studies currently under way or completed, indicating the proposed study is unnecessary.
III. Preliminary Studies/Progress Report:  

We conducted a longitudinal, sequential, mixed methods study to identify supportive learning environments in VA cardiac catheterization laboratories (CCLs).3 In 2018, 294 CCL physicians, nurses, and technicians from 68 VA CCLs were surveyed to examine supportive learning environment factors. Respondents identified the presence of training programs, openness to new ideas, and respectful interaction as strengths. The lack of structured knowledge transfer (e.g., huddles, crisis communication) and low use of forums for improvement were areas for improvement. We conducted unit-level analysis of 28 CCLs. One ranked as a supportive learning environment, 24 as mixed, and four as low learning environments.3 
In 2020, we repeated the survey with 231 clinicians from 67 CCLs and identified positive relationships between more supportive learning environments and increased job satisfaction, lower burnout, lower intent to leave, lower CCL turnover in the previous 12 months and increased perceived safety climate.4 Based on our preliminary work, we interviewed 13 CCL leaders and staff from 1 supportive, 4 mixed and 1 low ranked CCL to understand how and why these learning environments were created. Five themes emerged. A review of the literature revealed the scientific rationale for these themes, which are conceptually grounded in the fields of positive psychology, team science, servant leadership and the VA Whole Health and Clinical Team Training Models (Table 1). These data informed the creation of The Relational Playbook which includes research-based resources and 50 evidence-based practices (Table 2) that have been distilled into short, easily digestible content suitable for busy healthcare teams.5 Six CCL and LHS-HRO experts reviewed the Playbook. They found the interventions to be valid, acceptable (4.37/5; 1-5 ascending Likert scale), appropriate (4.28/5) and feasible for implementation (3.94/5).5 
	Table 1. Interview and Literature Review Findings and Background

	Interview Theme
	Scientific Field
	Background

	Create a positive culture
	Positive psychology
	Scientific study of positive experiences and individual traits, and the institutions that facilitate their development. The literature suggests that teams that seek positive work experiences can cultivate a positive culture where employees can flourish and find meaning.8 

	Purposely build a team
	Team 

science
	An interdisciplinary field that empirically provides a better understanding of how teams connect and collaborate to achieve scientific breakthroughs that would not be attainable by individual efforts. The literature suggests the strongest teams are those that hire for shared values and create agile team processes that foster trust, psychological safety, quality relationships, and fun at work.9

	Intentionally lead the team
	Servant leadership
	A philosophy and practice that emphasizes caring, authenticity, and putting colleagues and customers ahead of other goals. The VA is creating a culture of servant leadership by offering tools and resources to support Veteran-centered care and engaged teams.10

	Create joy in work
	VA Whole Health
	Empowers people to take charge of their health and well-being. Whole Health centers around the question, “What matters to you?” The VA Whole Health Model has demonstrated positive impacts on employee engagement, burnout and turnover.11 

	Communicate effectively & use high reliability practices
	VA Clinical Team Training
	Focuses on enhancing patient safety by improving communication and teamwork. The multidisciplinary program is based on Crew Resource Management principles and is designed specifically for the VA. Teams that participate in the VA Clinical Team Training report enhanced patient safety culture, improved communication and teamwork, and decreased Veteran mortality and complication rates.12


	Table 2. Relational Playbook Table of Contents and Required Interventions per Chapter*

	Chapter Titles
	Resource Topics
	Research-based Interventions

	Creating a Positive Culture
	Positive Culture

Assessing Team Well-being

Appreciative Inquiry
	* Three Good Things Practice 13 

* Appreciative Inquiry Questions 14 

Measurement of Well-being 15

	Teamwork
	Building a Team 

Relationships at Work

Difficult Relationships at Work

Hiring for High Performing Teams
	* Walk in my Shoes Exercise 16
* Ice Breaker Questions 16
Relational Coordination Practices 17
Pulse Check Method 18
Humble Inquiry Prompts 19
The Stay Interview 20
Interview Questions and Scoring Grid 21

	Leading Teams
	Wellness-centered Leadership

Servant Leadership

Essential Leadership Skills
	* Stop, Start, Continue Method 16 

* Situation, Behavior, Impact Feedback 22 

Caring about People Always Approach 23
Cultivate Relationships Approach 23
Inspire Change Approach 23
Servant Leader Measurement Tool 24

	Creating Joy in Work
	Burnout

Joy and Happiness

Gratitude
	* Understanding What Matters 25 

* Was it Worth It? Method 26 

* Gratitude Huddle 27
Measurement of Team Stress 16
The Pebbles in Our Shoes Practice 16 

Walk and Talk Practice 28
Mindful Moments 29

	Communication & High Reliability
	Effective Communication

High Reliability Practices
	* Start of Day Huddles 30
* Debriefs 30
The Golden Rules of Communication 31
Support of Speaking Up Behaviors 32
Dry Run Method 33


IV. Research Methods

A.  Outcome Measure(s):  
We will use a mixed methods approach to evaluate the feasibility and acceptability of the intervention and study procedures. Tables 3 & 4 show the Aim 1 and 2 study outcome measures and data collection timelines.
	Table 3. Aim 1 Outcome Measures and Data Collection Timeline (RE-AIM Measures are noted in bold)

	Timing 
	Data Measures (Implementation Success)
	Target Audience
	Dimension

	Baseline 
	64-item Learning Environment Survey trends (>4-7 Likert) (+)

12-item Readiness to change (>4-5 Likert scale) (+)
	CCL staff

Nurse manager
	Feasibility

Acceptability

	6 months 
	Interviews to understand progress on improvement goals (+)
	Interviews with nurse managers
	

	6 months 
	64-item Learning Environment Survey trends (>4-7 Likert) (+)

15-item Acceptability, Appropriateness, Feasibility of Intervention Measures (1-5 Likert scale) (4-5 responses)
	CCL staff

Nurse manager
	

	Monthly
	Qualtrics Survey: Number of required interventions implemented (1-3 per chapter/month)

Coaching records: Attendance at coaching sessions (min 5 over 6 months)
	Nurse manager

Dr. Gilmartin
	Adoption/

Demand

	Monthly 
	Qualtrics Survey: Adaptations to required interventions

Coaching records: Adaptations to NCOD GROW model
	Nurse manager

Dr. Gilmartin
	Fidelity


	Table 4. Aim 2 Outcome Measures and Data Collection Timeline (RE-AIM Measures noted in bold)

	Timing
	Data Measures (Implementation Success)
	Evaluation Methods
	Dimensions 

	6-9 months


	Playbook ease of use ratings (+)

Coaching strategy ease of use ratings (+)
	Interviews

(4 per site x 6 sites)

(Total: N=24)


	Ease of use

	
	Reaction to Playbook interventions (+)

Reaction to coaching strategy (+)
	
	Engagement 

	
	Playbook intervention usefulness ratings (+)

Coaching strategy usefulness ratings (+)

CCL manager growth + development (+)
	
	Usefulness

	
	Adaptations to Playbook interventions or NCOD GROW model
	Qualtrics Survey

Interviews
	Adaptations

	
	# days from Playbook received to 1st trial (7-28)

# weeks for Playbook intervention adopted into practice (2-6)
	
	Speed

	
	CCL managers mean time/wage 

Dr. Gilmartin (coach) mean time/wage
	Interviews

	Cost

	
	Adverse events, complaints, concerns (<1 month)
	
	Unintended consequences

	1 year
	# of Playbook interventions used at 1 year 

(At least 50% of those used at 6 months)
	Qualtrics Survey
	Maintenance 


B. Description of Population to be Enrolled:  
Our primary human subjects are members of VA CCLs from 6 sites (6-50 members per site), generally consisting of CCL nurses, technicians, nurse practitioners, physician assistants, residents, fellows, and physicians. CCL nurse managers may also oversee affiliated departments that they may request to include in this study. Potential departments include interventional radiology, electrophysiology, and echocardiography. We refer to these individuals and departments as the cath team. All members of the cath team from each site will be included. Other special subject classes such as prisoners and institutionalized individuals will be excluded from this research. Female VA employee subjects may be pregnant during this study, but their involvement in this research will not impact a pregnancy. Both Veteran and non-Veteran employee subjects will be invited to participate provided they meet the inclusion criteria of being a VA employee and member of a cath team.

We have recruited sites through promotion on the national CCL nurse managers meeting and the CCL listserv. Of the 84 eligible CCLs, 6 sites signed letters of support to participate in the study. These sites meet eligibility criteria for they are experiencing burnout, are onboarding new staff, and have facility support to participate. The nurse managers are highly motivated to implement the Playbook interventions. The nurse managers are aware of the data collection and implementation requirements, as well as the absence of fiscal support for sites. They are interested in creating new habits and routines and participate in monthly coaching sessions to enhance their personal and professional performance, as stated in the letters of support.

C. Study Design and Research Methods  
We propose a pilot, site randomized trial of VA CCLs with an embedded mixed methods process evaluation. Dr. Gilmartin and the implementation team will oversee the launch of the Playbook intervention, then Dr. Gilmartin will deliver the 1:1 leadership coaching implementation strategy over 6 months. Dr. Leonard and the VA Collaborative Center of Evaluation (VACE), an expert group of evaluators independent from Dr. Gilmartin, will collect study measures from CCL managers, physicians and staff that will be aggregated to the CCL level. Study measures will be collected at baseline, 6 and 12 months. 

The primary aim is to implement and establish the feasibility and acceptability of the Playbook intervention combined with a leadership coaching implementation strategy. We’ll collect baseline and 6-month data from the Learning Environment Survey with employee well-being items to determine power for an effectiveness trial. The secondary objectives are to 1) evaluate adaptations and identify how and why the intervention was or was not feasible and acceptable; 2) if CCL nurse managers integrate the Playbook interventions into daily activities, making it part of the culture; and 3) to gain insight into considerations and methods for a future trial. Our hypothesis is that leadership coaching will be a more feasible and acceptable approach to support Playbook implementation and the cultivation of supportive learning environments than implementation without coaching.

The inclusion of a mixed methods process evaluation to evaluate Playbook implementation, but in which data will not be used during the conduct of the study to influence the process, presents a novel contribution to the LHS-HRO literature. The process evaluation is a methodological approach that will provide insight into how LHS-HRO interventions function more generally, beyond their application in CCLs. VA CART, the Office of Cardiology, Office of Nursing Services and REBOOT leaders will act as advisors, increasing the likelihood the study results will impact VA policy and operations.

Interventions

Relational Playbook. The Playbook consists of 5 chapters and hosts research-based resources and 50 evidence-based interventions that are presented in short, easily digestible content to create supportive learning environments. Playbook implementation is guided by a 4-step process. 

· Step 1: Assess the current state (10 minutes). The CCL manager and team assesses the current state of their learning environment through completion of an on-line, 13-item Learning Environment Assessment Tool [Tool]. The results are automatically scored and grouped by Playbook chapters. A summary report is immediately available and includes guidance on how to interpret results (Appendix 1).

· Step 2: Select areas for improvement (1 meeting). CCL manager works with team to identify areas of strength, where their work is at its best and should be maintained or spread. They then will discuss opportunities for improvement and which Playbook chapters and interventions they will adopt. 

· Step 3: Implement and adapt interventions (standing item in meetings/huddles). CCL manager works with their team to develop implementation and adaptation PDSA cycles for the interventions. Over the 6-month intervention period, CCL managers are required to implement interventions from 2-3 Playbook chapters, depending on the team Tool results. Fidelity to the interventions is required and will be monitored by VACE to ensure the critical aspects of each practice are delivered. However, a CCL team may adapt the delivery method of the interventions and may implement additional interventions during the intervention period.

· Step 4: Evaluate the impact (standing item in meetings/huddles). CCL manager and team develop feedback loops to monitor the performance of the interventions. They reflect on what they are learning, gauge impact while acknowledging any conflict or tension, detect emerging problems, identify, and implement solutions, and adjust the implementation process accordingly. 
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Leadership Coaching. The coaching implementation strategy will provide enhanced implementation support to the three CCL nurse managers randomized to this group. The coaching mindset for this study is that CCL manager’s success is due to their own efforts (i.e., self-belief). The coaching approach is being curious, asking powerful questions and actively listening. Leadership coaching was selected due to CCL manager input, prior success in the literature,34 and perceived feasibility. Dr. Gilmartin will schedule and conduct the 1:1 60-minute coaching sessions every 4 weeks for 6 months on Microsoft Teams. The coaching process is standardized and Dr. Gilmartin will follow the VA National Center for Organization Development (NCOD) Coaching Curriculum, which uses the GROW Framework (Grow, Reality, Options, Will) (Figure 1).6 Dr. Gilmartin will follow the NCOD-GROW framework for every coaching session and document specific details of the coaching conversation for each session in the NCOD Coaching Portal. The documentation will be used by the VACE team to monitor fidelity using the NCOD Coaching Curriculum Fidelity Assessment Guide (Appendix 6). The documentation will also facilitate replication of the method in subsequent studies. The literature indicates spacing the sessions over 6 months and following the NCOD GROW manualized curriculum will allow new leadership and team habits to form and fidelity assessment.35 1:1 coaching was selected over group coaching to cultivate a psychologically safe atmosphere with the manager. Any adaptations to the coaching schedule or approach will be tracked as part of the coaching records in the NCOD coaching portal to allow for comparison across sites. 
We propose a pilot, site randomized trial with an embedded mixed methods process evaluation. We are piloting a randomized trial with embedded evaluation, compared to the one-group, pre-post study design commonly used in feasibility studies,36 to determine if randomization and the process evaluation is feasible in this context. We have enrolled 6 CCLs and will collect staff level data (range: 8-40 per CCL) and follow-them for 1 year. All sites will implement the Playbook. CCLs will be randomized to enhanced leadership coaching implementation support (n=3) or standard implementation support (n=3). The enhanced group will receive 6 months of leadership coaching support. The standard implementation group will receive logistical support, but no alternative to coaching, such as advisement. We anticipate 6 sites will be sufficient to generate data to inform a future trial.

Study Protocol

The 6 sites will be stratified into 3 tiers (high, medium, low) based on 2022 percutaneous coronary intervention volume. Within each tier, one site will be randomized to the enhanced implementation group and the other to the standard implementation group. This will ensure equal allocation between groups with different site characteristics. An allocation table will be generated in R statistical software and uploaded to a password-protected folder. All set-up, implementation, and evaluation activities will be scheduled by the research team, at the convenience of participants, to reduce the burden on nurse managers. The nurse managers’ responsibility will be to implement the Playbook interventions, participate in coaching (if in the Enhanced Group), and participate in data collection. Once randomization is complete, the Enhanced and Standard groups will be invited to watch at their convenience, brief introductory videos and participate in a site-specific 1-hour study launch meeting to learn about the Playbook intervention and data collection expectations. VACE will collect baseline data, then both groups will be sent a link to the Playbook SharePoint site which includes the 13-item Assessment Tool. CCL teams will complete the Tool as step one of the four-step process outlined above. The Enhanced Group will schedule their initial coaching session. Over the subsequent 6 months, both groups will receive educational nudges37 to continue Playbook implementation through an automated monthly Qualtrics survey. The survey is part of the Playbook and is designed to collect adoption and fidelity data measures. Aim 1 (intervention phase) will end at 6 months and Aim 2 (evaluation phase) will end at 1 year. Implementation of the interventions and data collection will be deemed part of an employee's tour of duty. However, CCL physicians and staff can elect not to participate in the Playbook interventions at any time. Participating CCLs will be responsible for employee salaries. Dr. Gilmartin and team, plus VACE materials and salaries will be covered by pilot IIR and Dr. Gilmartin’s current research funds. 

Methods

Research Aim 1
Data Collection: We will use a mixed methods approach to evaluate the feasibility and acceptability of the intervention and study procedures. The VACE team will collect data from several sources, guided by the Reach, Effectiveness, Adoption, Implementation and Maintenance (REAIM) framework.2 At baseline and 6 months (pre-post intervention), trends in learning environment and employee well-being (i.e., job satisfaction, burnout, turnover, and safety climate scores) will be collected from managers, physicians, and staff (range: 8-40 per CCL) through the validated 64-item Learning Environment Survey.4 At baseline, readiness for change will be collected from the nurse manager through a brief, theory-based measure of organizational readiness to change.38 At 6 months, feasibility and acceptability will be assessed by nurse managers using the measures developed by Weiner et al.1. At 6 months, managers will be interviewed regarding their progress on quality improvement goals and manager growth and development. Additional measures will include adoption and fidelity, time spent, and adaptations collected from managers using the monthly Qualtrics survey (3-5 pre-populated items and open text option). Coaching notes will be analyzed for the frequency of and attendance at coaching sessions, plus fidelity to the NCOD GROW Model. Maintenance data will be collected from the manager at 1 year through a one-time Qualtrics survey asking for the number of Playbook interventions still in use (Tables 3 & 4)

Research Aim 2

Data collection: For the interviews of CCL managers, physicians, and staff is guided by the principles of Realist Evaluation,39 which seeks to understand what works, for whom, and under what circumstances. The interview guide includes questions that query the experience of learning about and participating in the intervention, coaching, changes to CCL team workflow required to implement the Playbook, organizational barriers, or facilitators to effective implementation. Participants will also be asked about the ease of use, engagement, usefulness, adaptations, speed,40 and cost of implementation, any unintended consequences, and maintenance (Table 4). To capture multiple perspectives, VACE will interview the CCL manager, and a sample of CCL staff and VAMC leaders who interact with CCL managers (e.g., Chief Nurse, Chief of Cardiology, perioperative leaders - up to 4 per site). The interview guides will be pilot tested to ensure clarity and relevance to the study questions. Interviews will last between 20-30 minutes. Interviews will be recorded and transcribed verbatim. Data will be analyzed using rapid content analysis 41 to identify themes related to contextual influences and practices related to implementation and evaluation of the intervention. 

D.   Description, Risks and Justification of Procedures and Data Collection Tools:

Human Subjects Involvement and Characteristics

The intent of the proposed research is to conduct a systematic investigation to develop or contribute to generalizable knowledge and will include human subjects. 

Anticipated Risk & Potential Benefits

This research study is funded by a VA research grant. However, it is also part of CCL quality improvement efforts and takes place in the context of clinical operations. As a result, if individuals choose to participate, their identity and participation will be known by CCL leadership and co-workers. As the Playbook interventions are team-focused, participants will be able to identify each other. Breach of confidentiality is a risk for CCL managers and staff who will be identified by name during study launch and data collection. There is a risk of disclosure of information about workplace relationships and learning environment that could be perceived as sensitive, such as colleagues’ attitudes about new CCL procedures, or perceptions of CCL leader engagement or support.

Additionally, due to the project’s association with VA operations, the following people or groups may know the VA employees participating in the study:

I. The CCL manager, director and/or Chief of Nursing or Cardiology or other supervisors and co-workers at participating facilities

II. The research and evaluation team members

III. VA (to monitor studies)

IV. The VA committees that oversee research, including the Institutional Review Board that oversees the safety and ethics of VA studies.

Protection Against Risk

While we will make every effort to keep information confidential, no system for protecting confidentiality can be completely secure in this operational context. Individuals may choose to share with others the fact of their participation or opinions about the Playbook and coaching and process evaluation. However, we will not disclose participation in the study or responses to any questions to anyone outside the research team. Interviews and coaching sessions will be conducted via Teams at a time convenient to the participants, and the recording and interview notes will be saved directly to an access-controlled data folder on a secured server at VA Eastern Colorado Healthcare System. We will take stringent precautions to protect the confidentiality of subjects’ personal information.
Informed Consent Procedures

We have received a Waiver of Documentation of Informed Consent and a Waiver of HIPAA Authorization for this subject population. Participating sites (VA employee subjects) have been recruited based on study site selection. Study information statements emphasize that the site may withdraw from the study at any time.

Reporting

Although methods to enhance relationships, communication, teamwork, and high reliability are available to CCLs and fall within existing standards of care, and although this study is a feasibility and acceptability pilot and not a clinical trial, there is a need to have a system in place for identifying and reporting adverse clinical events that occur during the study period. This will be accomplished through the existing real-time adverse event system built into CART. All procedures done in VA CCLs, are monitored in real-time through CART for adverse events as part of routine clinical care. CART information is available in real-time and as a result, patient safety events are continuously reported and reviewed. All adverse events are reported to the CART clinical committee and local facility representatives.

We have stringent data safety procedures in place to ensure subject protection. A data safety monitoring plan, even for non-clinical research, is required as per VHA Handbook 1200.05. Additionally, the Denver/Seattle Center of Innovation has an established Data Security Plan and framework we will work under. Under these circumstances, we will not have a Data Monitoring Committee.

E.   Potential Scientific Problems:  
Potential scientific problems that could negatively impact the conduct or outcomes of our study include: 1) poor study design, 2) low engagement with participants, 3) turnover in study team or participants, and 4) inability to replicate findings in future studies. We have addressed these issues by 1) consulting with experts in the fields of mixed-methods and randomized designs to ensure best practices are being used and undergoing peer-review internally and by VA HSR for secondary review, 2) using innovative engagement methods drawn from the field of behavioral psychology to encourage ongoing participation during the 6 month trial, 3) identifying back-up study team and participants at the start of the trial to step-in if there is turnover and 4) documenting every aspect of the study, including adaptations, to ensure replication in future studies is possible.
F.   Data Analysis Plan:  
Amendment April 2024:

Data Analysis will be conducted in R statistical software and Atlas.ti. The feasibility, acceptability, adoption, and fidelity data for both groups will be summarized, described, and compared. Analysis of trends in the learning environment and employee well-being over time will be based on a repeated-measures analysis framework. The model for each end point will include a common intercept for both groups, indicator variables by month and interactions between these time variables and an indicator variable for the intervention group. The interview data will be analyzed using qualitative content analysis to pull out major concepts with attention to differences between the two groups. The quantitative data will be triangulated with the qualitative data to assess for points of convergence and help explain how and why changes occurred. Integration of the mixed methods data will be achieved by reporting results together. The quantitative results will be reported first, followed by qualitative quotes or themes that support or refute the quantitative results.42
G.  Summarize Knowledge to be Gained:  
This study will contribute to the LHS and HRO literature and practice by implementing and establishing the feasibility and acceptability of a Playbook intervention combined with a leadership coaching implementation strategy to cultivate supportive learning environments. To create supportive learning environments and integrate research-based practices into care, frontline leaders must use evidence-based methods. This is especially important as clinical teams are expected to continuously learn, adapt, and maintain high reliability (2023 VA HSR&D cross-cutting principles and research priorities). The potential impact of the Playbook intervention and coaching strategy includes the creation of supportive learning environments that enhance employee well-being. However, the Playbook has not been implemented in a clinical setting. We must establish the feasibility and acceptability of the Playbook combined with the coaching implementation strategy prior to effectiveness testing. This will inform future studies to assess the impacts of the Playbook intervention on the health of VA employees and the Veterans they serve.
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