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The CRANIUM Study Engagement Plan
OVERVIEW
A major strength of this grant proposal is the stakeholder engagement.  We have compiled a team of stakeholders, consumers, and researchers who are motivated and determined to improve the health care of people with severe mental illness (SMI) receiving services at their behavioral health homes. 

RESEARCH DESIGN
This project has engaged consumer (patient) partners as co-investigators. They were recruited through one of our partners, NAMI San Francisco (NAMI-SF).  NAMI-SF’s mission is to advocate for a life of quality and dignity by providing education, resources and emotional support to families and those affected by mental illness.  This organization believes adamantly that recovery is possible for people with SMI.  NAMI-SF leadership was briefed on an early iteration of our study concept and identified consumers who had expressed an explicit interest in being more involved in improving the physical health of people with SMI. The research team reviewed the qualifications and backgrounds of the referred individuals, met them in person and asked two of them to join the research team.  The consumer co-investigators have particularly important insights into the connections between primary care and behavioral health that are helping to shape our research.  In addition, these consumer co-investigators have contributed to developing this proposal. If it is funded, the consumer co-investigators will attend all relevant team meetings. They will also help with decision making around key design issues and project activities such as designing materials and participating in data analysis, as fits their expertise and availability. They will be compensated for their time with a monthly stipend that is within a range equivalent to the hourly pay of other key personnel.

INTERVENTION DESIGN AND IMPLEMENTATION
For designing and implementing CRANIUM, consumer and community stakeholders will be engaged through participation in a community advisory board and patient-centered design team as described below
Community advisory board (CAB): The CAB of stakeholders will provide guidance on the CRANIUM intervention itself, data collection and analysis of the evaluation. CAB members will include:

· Consumers (2-4)
· NAMI-SF family representatives (1-2)
· SFHN leadership (ideally CMO Alice Chen; and Director of Ambulatory Care, Albert Yu)

· SFHN-BH leadership (likely Irene Sung, MD, SFHN-BH Medical Director; and/or Gloria Wilder, PharmD, SFHN-BH Pharmacy Director
· SFHN-Behavioral Health Community Psychiatrist (ideally a medical director)

· SFHN Primary Care Outpatient Clinic Provider (ideally a medical director)

· Outside health services researcher (ideally Kirsten Bibbins-Domingo, MD, PhD, MAS; Director, Center for Vulnerable Populations)
· Laboratory vendors (e.g., LabCorps Representative)
· Representative from the CA Department of Health Care Services Medi-Cal Division
· SFHN IT director

· California Healthcare Endowment (ideally, Sandra Hernandez, MD, CEO)

The CAB will meet quarterly during the study to review progress and elicit advice, including at least two in-person meetings per year. We may work with individual CAB members around design and planning issues that need more in-depth engagement and feedback. The CAB members will receive $100 per year for participating in these quarterly meetings.

Consumers taking part in the patient-centered design team: Around 10 consumer partners will be recruited to participate in designing CRANIUM. These consumers will be recruited from patient populations at the intervention clinics.  We will design our recruitment methods to specifically target patients who provide important perspectives, such as patients who are ethnically diverse and have multiple chronic conditions or impaired access to healthcare because of age or co-morbidities (e.g., substance abuse). These consumer partners will be critical to shaping the design and implementation of the CRANIUM intervention. The patient partners in the patient-centered design team will receive training about research design, attend all research design and process improvement events, and participate in evaluation activities. They will be compensated $1,500 for the first year; and $500 the second year for their participation.
INTERVENTION EVALUATION
Consumer partners will also be engaged in evaluation of the intervention, specifically through:

1. Consumer Focus Groups: Around 8 consumers at each of the intervention clinics (total of 32 patients) will participate in four focus groups exploring patient experiences with CRANIUM and requesting their input on ways to improve the intervention. As the research team becomes familiar with the local communities surrounding the pilot clinics and decides on the specific subgroups that will be targeted for the focus groups, plans will be made to address potential barriers to participation, such as language differences, transportation, and trust issues. Consumer partners will receive $25 for their participation in the focus groups. 
2. Consumer Experience Survey: Consumer will also be given a chance to participate in a survey. This survey will let them provide input on various patient-centered outcomes that we will monitor to evaluate CRANIUM.  A total of 1,000 patients will have the opportunity to participate (500 at the intervention clinics and 500 at the control clinics). We will work closely with our survey department to address barriers to participation in the survey, such as low literacy and language barriers. Once data collection and analysis completed, we will share the findings with patients at the intervention clinics. To inform patients of our project findings, we will use in-person presentations (such as an evening open-house event) and/or specially designed written communications. 

Dissemination Plan
After completion of the trial, the CAB stakeholders will meet to discuss the findings and develop and implement a dissemination plan.  If the trial shows CRANIUM to be effective, we will be able to disseminate locally easily in San Francisco given the leadership on the CAB.  After local dissemination, pre-existing partnerships with the California Health Care Safety Net Institute (SNI) and the California Division of Health Care Services will allow for dissemination to other counties in California.  For national dissemination, we will work with leadership at the National Association of State Mental Health Program Directors, NAMI (national), and the American Psychiatric Association.  Further dissemination of findings would occur through presentations at national meetings, publication of research findings in peer reviewed journals, and presentations at interested institutions both locally and nationally.  If CRANIUM is not effective, the stakeholders will convene to discuss what parts of the study proposal could be disseminated that would be helpful to people with SMI and their stakeholder groups.
Summary

Our team of stakeholders and investigators, who have been brought together through the PCORI grant announcement, will promote health and well-being for people with severe mental illness.  We are looking forward to the possibility of working together more if this grant is funded as it will further solidify the relationships between our organizations. This group of stakeholders and investigators extremely dedicated to improving the health care of people with SMI. 

