Maria Otto
Epi 245 Final Protocol


ASSIGNMENT 1 

1. What evidence are you proposing to translate into practice? 
I propose to develop a program to increase advance directives in adult primary care patients at UCSF.

A. Justify that this evidence is “ready for translation.”
Most people in the United States would prefer to die at home.1 Yet 27% of Medicare patients die in the hospice and only 42% of patients use hospice, 28% for <3 days. 

Cost of care is highest at the end of life. 30% of Medicare expenditures are attributable to the 5% of beneficiaries that die each year. 1/3 of that cost occurs in the last month of life.

Advance directives are associated with lower likelihood of in-hospital deaths, increased hospice use, and lower Medicare spending2. The use of advance directives is mandated by the Centers for Medicare and Medicaid Services (CMS), Joint Commision on Accredidation of Healthcare Organizations (JCAHO) and for Patient Centered Medical Home (PCMH) certification by the National Committee for Quality Assurance. By increasing the use of advance directives, we have the opportunity to provide end-of-life care that is effective, patient-centered, timely and equitable. 

B. Identify a single, key behavior change target for your translational activity.
The target community for this program is adult primary care patients at UCSF.
 
2. Conduct a “gap analysis” of your target behavior.  

A. What is the quality (performance) gap?
PCMH certification sets the goal rate of advance directive documentation at 50% of patients.  In DGIM at 1701 Divisadero, one of the UCSF primary care clinics, the current rate of advance directive for adult patients is 44%, a gap of 6%.

B. What is the outcome gap?
The outcome gap is the expected potential decrease in end-of-life healthcare costs, number of patients who die in the hospital, and number of patients who receive hospice care. I do not yet have UCSF data for these health outcomes.
 
[bookmark: _GoBack]
3. Is there evidence that changing performance will improve health (clinical outcomes)?

Advance directives are associated with lower likelihood of in-hospital deaths, increased hospice use, and lower Medicare spending.2
 
 
ASSIGNMENT 2

1. Define the community/communities for your project and explain why each is a stakeholder for your study. 

The target community for this program is adult patients who receive primary care at UCSF. Other stakeholders include clinicians and support staff who work at UCSF primary care clinics, and the UCSF health system.  In order to develop a program to increase advance directive documentation in adult primary care patients at UCSF, it will be important to first understand and align with the priorities and barriers for these patients, so that the program design addresses their concerns and targets behavior change that will be meaningful for them. It will also be important to understand workflow, competing priorities, and barriers for the clinicians and support staff in order to develop a program that is feasible.
 
2. Describe your plan for approaching potential community partners to ask for their involvement.

I plan to conduct focus groups with the patient advisory councils at the UCSF primary care clinics. Depending on the results of this qualitative information, I will consider a larger patient survey to get quantitative data on barriers and preferences for a larger cohort of patients.

I will attend clinic meetings to solicit input from the clinicians and support staff and conduct current state process mapping to identify potential opportunities and barriers to the program.
 
3. Identify which stages of your project you'll incorporate community input, and describe what types of input you'll solicit. 

I plan to engage patients in the earliest stages of the process, starting with defining the problem/study question and understanding the patient’s priorities and barriers to completing an advance directive. Lack of awareness has been cited at the most common reason a person did not have an advance directive.3 I will try to further elucidate specific barriers for patients at UCSF and then solicit patient input into the design of a program to address these barriers.
I will engage the clinicians and support staff in designing and vetting the program design.
 
4. Name three ways you plan to share your results, beyond writing an academic article or presenting at an academic conference.

1) I plan to share results with the patient council and solicit their input for the best way to share the results with the patient community.
2) I will share results with the clinic staff at monthly clinic meetings and with providers at noontime conference.
3) I plan to share the results with the larger UCSF community at the QI poster session in the spring.
 

ASSIGNMENT 3

1. Describe the organizational and/or delivery system environment in which your intervention will take place.

The intervention will take place in the primary care clinics at University of California, San Francisco.
 
2. Based on Shortell’s 4 domains of organizational change, identify organizational barriers that could potentially impede successful implementation of your proposed intervention.
AND
3. Using the same 4 domain model, describe how your intervention plan can take advantage of organizational strengths OR propose practical methods for addressing these barriers within your program.

Environment:
Advance directives are not currently consistently readily available in clinic. There are nor forms available online. The program needs to ensure advance directive forms are readily available to patients in clinic and hopefully online via MyChart.
Even if patients are motivated to discuss advance directives with their PCP, workflow in clinic must be maximized to facilitate these discussions and documentation of the results in Apex.

Resource acquisition
Competing priorities are always a challenge to any large organization. It will be important to garner UCSF leadership support by quantifying potential benefits and cost savings prior to initiating the program.

Resource deployment:  
I anticipate that practice size, with multiple site, multiple types of providers, and turnover in trainee providers, will all be potential barriers to successful intervention. A program that empowers patients to initiate conversation and for non-MD members of the healthcare team to facilitate counseling, education and documentation can help overcome some of these barriers.
 
Quality-centered culture:
UCSF has a long history of quality improvement with a quality-centered culture. However, individual providers are not currently compensated or rewarded for quality measures and multiple completing quality projects occurring at the same time could impede a successful implementation. It will be important to vet these competing priorities and engage providers and support staff early in the design of the program in order to increase their stake in the program and the odds of a successful program. There may also be funding through Caring Wisely or other UCSF supported quality improvement programs.
 

ASSIGNMENT 4

1.     Identify an individual (e.g., patient or provider) or group (e.g., community group or organization) that contributes to or is involved in the principal behavior you are attempting to change. Specify the desired behavior change (who needs to change what, when, where and how)?

The target individual is the patient. The principal behavior change is completing and documenting an advance directive in the patient chart.
 
2.    Using any of the individual explanatory theories in “Theory at a Glance”, develop an explanatory model for the target behavior (above) that you will be attempting to influence with your intervention.  This can be an extension/based on previously published literature or your best guess of expected findings.  Figures are always very useful... keep it simple. You can also use the logic model of the problem concept as presented in Bartholemew and Mullen (Five roles for using theory and evidence in the design and testing of behavior change interventions). Be sure to include components beyond the individual, such as suggested by the socio-ecological model.
 
An ecological perspective:
1)    Intrapersonal level: Patients may delay completing an advance directive due to personal fears in thinking about their own mortality or not knowing anyone they trust to make medical decisions for them.
2)    Interpersonal level: Patients may not be aware that advance directives exist because the doctor/health care delivery system has not communicated this to them. Patients may have friends or family members who have had a good or bad experiences communicating with their doctors/health care systems about their healthcare preferences.
3)    Organizational level: Patients may not know how to obtain an advance directive, get it documented in their chart, or get an appointment with their doctor or other help to understand the content and decisions that are being documented in the advance directive.
4)    Public policy: Patients may lack insurance coverage and therefore lack access to the healthcare delivery system except in emergent situations, preventing the ability to document an advance directive prior to the emergency.
 
Health belief model
1)    Believe they are susceptible to the condition (perceived susceptibility)
Most patients are likely to believe they are susceptible to life threatening illness, though younger patients are more likely to think this is a remote threat many years from now.
2)    Believe the condition has serious consequences (perceived severity)
Most patients are likely to believe that a life threatening illness has serious consequences, but they may not believe that a lack of an advance directive will have any serious consequences.
3)    Believe taking action would reduce their susceptibility to the condition or its severity (perceived benefits)
Many patients may not believe that completing an advance directive will change the outcome of a life threatening illness, as they are unlikely to understand the many decisions that occur providing medical interventions for a life threatening illness unless they have experienced it with another loved one.
4)    Believe costs of taking action (perceived barriers) are outweighed by the benefits
Though the barriers seem like they should be minimal (completing a piece of paper), the benefits are vague and may be long in the future. Therefore even minimal barriers such as time, identifying a loved one to be a decision maker, and the emotional toll of thinking about one’s one mortality, are very likely to feel like they outweigh the benefit.
5)    Are exposed to factors that prompt action (e.g., a television ad or a reminder from one’s physician to get a mammogram) (cue to action)
There are currently minimal cues to action. Though there is some increasing attention to geriatric and palliative care in the news currently, there are no focused media efforts I am aware of to increase advance directive documentation. It is likely highly variable whether doctors are currently reminding patients.
6)    Are confident in their ability to successfully perform an action (self-efficacy)
I suspect most patients feel confident they can complete an advance directive, though some may have emotional barriers.
 
3.    Create your own version of Table 1 from Michie et al (Making psychological theory useful for implementing evidence based practice: a consensus approach) that reflects some of the different theoretical domains and interview questions, tailored to the behavior you want to change. Be sure to select several domains likely to be of interest based on the literature or your experience/best guess. 
 
For patients:
	Domains
	Constructs
	Interview questions

	Knowledge
	Knowledge about existence and content of advance directives
 
	1) Have you ever heard of an advance directive?
2) What is your understanding of what an advance directive is?
3) Do you have the information you need to complete an advance directive?

	Skills
	Competence
	1) Do you know how/where to get an advance directive?
2) Who would you want to help you complete an advance directive? I.e. your doctor, a nurse, a social worker, your family

	Social norms
	Identity
	1) Do you have friends or family members who have an advance directive?
2) What do you think about people who have advance directives?


	Self-efficacy
	Empowerment
	1) Do you feel you have a voice in the type of health care you receive at the end of life?
2) What barriers do you foresee or have you encountered in completing an advance directive?
3) Do you feel comfortable discussing end of life decisions and advance directive with your doctor?

	Consequences
	Outcomes expectations
	1) What is your understanding of the benefit of having an advance directive?
2) What is your perception of what can happen if you don’t have an advance directive?
3) Do you have any concerns about having or not having an advance directive?

	Motivation
	Goals
	1) How important to you is it to have an advance directive?
2) What would motivate you to complete an advance directive? i.e. Concern for family and loved ones?




ASSIGNMENT 5

1.  Use the COM-B model to identify what needs to change in order for ONE of your selected target behaviors to occur. Note that TDF domains corresponding to each COM-B category are in parentheses, and that some of you may have already done this or aspects of this in Week 4. 

	COM-B Components
	What needs to happen for the target behavior to occur?
	Is there a need for change?

	Physical capability
(Physical skills) 
	Patients could have a physical ailment that prevents them from being able to legibly write and complete the form.
	Yes

	Psychological capability
(Knowledge; Cognitive and interpersonal skills; Memory, attention and decision processes; Behavioral regulation)
	Many patients likely have limited knowledge of what an advance directive is, what the benefits are, what the risks are of not having one. They may lack the mental capacity to complete the form. They may have psychological distress associated with completing the form or lack two friends/family that can serve as witnesses.
	Yes

	Physical opportunity
(Environmental context and resources) 
	Patients need access to the Advance Directive form and the ability to sign the form with two witnesses. Currently the form is available online, but not all patients have access to a computer, internet and printer.
	Yes

	Social opportunity
(Social influences)
	Certain patient groups may perceive that Advance Directives will limit the quality care that they receive when they are sick.
	Yes

	Reflective motivation
(Professional/social role and identity; Beliefs about capabilities; Optimism; Beliefs about consequences; Intentions; Goals)
	Patients may not believe they are capable of influencing the care they receive or that they are an part of the medical decision making process.
	Yes

	Automatic motivation
(Reinforcement; Emotion)
	Patients will need reinforcing cues that remind them that advance directives exist and reinforce positive aspects of completing one.
	Yes

	Behavioral diagnosis of the relevant COM-B components:
	 List the COM-B categories you want to target with your intervention
 
Psychological capability, Physical opportunity, Social opportunity, Reflective motivation and Automatic motivation


 
2   Use the APEASE criteria to identify appropriate intervention functions based on the behavioral diagnosis (See Table 2.3 in Michie et al Chapter 2) 
 
	Candidate intervention functions
 
	Is the intervention function needed based on the behavioral diagnosis?

	Education
	 Yes

	Persuasion
	 Yes

	Incentivisation
	 Yes

	Coercion
	 

	Training
	 Yes

	Restriction
	 

	Environmental restructuring
	 Yes

	Modelling
	 Yes

	Enablement
	 Yes

	 
Selected intervention functions:
	 List the selected functions your intervention(s) will serve. Select based on APEASE criteria (affordability, practicability, effectiveness/cost-effectiveness, acceptability, side-effects/safety, equity).
 
The intervention will be focused on education, persuasion and environmental restructuring


 
  3. For one of the intervention functions you selected, select a specific behavior change technique you will employ in your intervention strategy and specify how it will be delivered. See Table 3.3 in Chapter 3 of Behavioral Change Wheel (Michie et al) for list of most frequently used behavior change techniques for each intervention function.
a. BCW Intervention Function: Education
b. Behavior Change Technique: Information about health consequences/social and environmental consequences
c. Mode of delivery (i.e., intervention details): The mode of delivery will likely need to be a multi-prong approach to increase awareness and knowledge and how to access advance directive and the health benefits/consequences of completing an advance directive. I would like use a community based approach to further understand the best way to deliver this information to patients to make is specific, accessible, actionable and relevant. I suspect that the multi-prong approach will might include MyChart reminders, flyers or posters in the waiting room, and prompts by the healthcare team. 

ASSIGNMENT 6

1. Thinking about the protocol you are developing, identify the process and outcome indicators associated with the intervention/program and briefly describe an approach to measuring each.
AND
2. Define one or more “intermediate” outcome measures [reflecting changes in environment, organizational culture, systems of care, patient or public behavior, and/or clinician behaviors] that can inform you about the mechanism by which your intervention achieves its downstream effect on health and inform you about the acceptability of your intervention. 

· Process indicators:
· # Forms/handouts taken from waiting room
· % Patients click on MyChart flag
· % LVNs complete training course
· % Patients receive LVN coaching
· % Providers complete training module
· Intermediate outcome indicators:
· % patients with documented Advance Directives
· Health outcomes
· % patients on hospice at death
· % patients with death at home
· Cost of care in last month of life

3. Identify a mixed methods study design and briefly describe the quantitative and qualitative data you will collect for program/intervention evaluation.

Using a community based research approach to program evaluation, I propose to conduct a patient survey (quantitative) about advance directives followed by qualitative focus groups to explore themes identified in the survey. 


ASSIGNMENT 7

1. Describe the study design you will employ in order to determine if your intervention has had an effect on the outcome variable of interest.

Study design: interrupted time series

2. Define the unit-of-analysis for your main outcome evaluation, the minimum meaningful effect size, and the sample size necessary to detect this effect size.

Unit-of-analysis for main outcome: The clinic

Minimum meaningful effect size: 0.10 (10%)
     Alpha = 0.05 (two sided)
Beta = 0.20
Current P1 = 0.44
Standard deviation = 1 (not sure how to identify this)

Yields a required sample size: 3140 patients
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