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Abstract

Objective—Little is known about effective strategies to improve advance care planning (ACP) 

for persons with cognitive impairment in primary care, the most common setting of care. We 

describe a randomized controlled trial to test the efficacy of a multicomponent communication 

intervention, “Sharing Healthcare Wishes in Primary Care” (SHARE).

Participants—Planned enrollment of 248 dyads of adults 80 years and older with possible 

cognitive impairment and their care partner, from primary care clinics at 2 Mid-Atlantic health 

systems.

Methods—The treatment protocol encompasses an introductory letter from the clinic; access to a 

designated facilitator trained in ACP; person-family agenda-setting to align perspectives about the 

family’s role; and print education. The control protocol encompasses minimally enhanced usual 

care, which includes print education and a blank advance directive. Randomization occurs at the 

individual dyad-level. Patient and care partner surveys are fielded at baseline, 6-, 12-, and 24- 

months. Fidelity of interventionist delivery of the protocol is measured through audio-recordings 

of ACP conversations and post-meeting reports, and by ongoing monitoring and support of 

interventionists.

Outcomes—The primary outcome is quality of end-of-life care communication at 6 months; 

secondary outcomes include ACP process measures. An exploratory aim examines end-of-life care 

quality and bereaved care partner experiences for patients who die by 24 months.

Conclusions—Caregiver burden, clinician barriers, and impaired decisional capacity amplify 

the difficulty and importance of ACP discussions in the context of cognitive impairment: 

this intervention will comprehensively examine communication processes for this special 

subpopulation in a key setting of primary care.
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1. Introduction

Advance care planning (ACP) is a communication process that supports adults at any age or 

stage of health in understanding and sharing their personal values, life goals, and preferences 

regarding future medical care.[1] Early initiation of ACP is an imperative in the context of 

Alzheimer’s Disease and Related Dementias (ADRD) due to the long course of illness and 

its progressive and devastating effects on decision-making capacity. [2] Little attention has 

been directed at developing strategies to improve ACP for persons with ADRD in primary 

care, the most common setting of initial diagnosis and ongoing medical management.[3, 4]
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Identifying and addressing goals and values are core elements of high-quality ADRD care,

[5–7] but evidence-based models that meet the needs of this population in the primary 

care context do not exist. Preliminary studies establish the benefit of normalizing ACP in 

primary care[8] and engaging family (broadly, as defined by each person), in face-to-face 

primary care visits[9] and electronic interactions,[10, 11], but these strategies have thus far 

been deployed in isolation of one another. The Sharing Health Care Wishes in Primary 

Care (SHARE) trial (NCT04593472) tests the efficacy of a multicomponent communication 

intervention to proactively engage family and normalize ACP among older primary care 

patients with possible cognitive impairment.

2. Study Design

2.1 Overview of study design and procedures.

This is an intention to treat, single-blind, two-group randomized controlled trial testing 

an experimental condition of a multicomponent communication intervention, referred to as 

SHARE, versus a control condition of minimally enhanced usual care. We plan enrollment 

of 248 person-family dyads comprising primary care patients with cognitive impairment 

ages 80 years or older and the family “care partner” who helps them the most with 

medical decision making. We originally planned enrollment of 62 dyads from 4 primary 

care practices. Design changes due to the COVID-19 pandemic led to the expansion of study 

sites from 4 to 8 primary care practices, with commensurate shifts in planned enrollment. 

The study received approval by the Johns Hopkins Medicine Single Institutional Review 

Board and is overseen by a four-member Data Safety and Monitoring Board.

Upon obtaining informed consent and after completing baseline enrollment interviews, 

patient-care partner dyads are randomized to the experimental or control condition. Patients 

and care partners are fielded surveys at enrollment and 6-, 12-, and 24-months by 

phone, video conference, or online, based on preferred modality. Bereavement surveys are 

administered to enrolled care partners two to three months after the death of a patient.

2.2 Research Aims.

Primary Aim: The primary objective is to test the efficacy of SHARE on the quality of 

communication about end-of-life care at 6 months. Our hypothesis is that, as compared 

with the control group, care partners in the experimental group will report better quality of 

communication about end-of-life care with primary care clinicians.

Secondary Aim: Our secondary objective is to test the efficacy of SHARE on ACP 

processes at 6 months. We hypothesize that care partners in the experimental group will be 

more highly engaged in ACP than those in the control group as measured by having had one 

or more ACP conversation and readiness to engage in ACP, and that patients will be more 

likely to have a documented advance directive in their electronic health record.

Exploratory Aim: For patients who die by 24 months, we assess quality of end-of-life care 

and bereaved care partner experiences with medical decision-making. Exploratory endpoints 
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include end-of-life care quality, decisional conflict, decisional regret, symptoms of anxiety 

and depression, and potentially burdensome end-of-life care.

2.3 Conceptual Framework.

SHARE is motivated by the demonstrated significance of interpersonal communication 

within the context of serious illness, and the important role of family in medical decision-

making within the context of serious illness, cognitive impairment and end-of-life care.[12–

14] Our study seeks to improve communication by establishing a structured protocol to 

proactively engage family care partners in ongoing interactions with primary care clinicians 

and stimulate and support ACP (Exhibit 1). Our premise is that although patients expect 

clinician-initiated ACP,[15] patient, family, and system factors inhibit these conversations.[2, 

16] SHARE seeks to better equip persons with possible cognitive impairment and care 

partners with the knowledge, skills, and support to engage in effective communication 

through structured processes that support ACP.

Eligibility criteria—Eligibility criteria for clinicians, patients, and care partners are 

summarized in Exhibit 2. Clinician inclusion criteria are: 1) practicing primary care 

clinician, who is a physician, nurse practitioner, or physician assistant at a participating 

primary care clinic, and 2) care for patients ages 80 years or older.

Inclusion criteria for persons with possible cognitive impairment are: 1) 80 years or older, 

2) English speaking, 3) able to provide informed consent themselves or through a legally 

authorized representative, 4) has a care partner who helps with activities such as doctor 

visits, managing medications, or participating in medical decision-making, 5) not planning 

to move out of state within the year, 6) possible cognitive impairment on the basis of one 

or more incorrect answers or not being able to respond to a validated 6-item telephone 

screening instrument, [17] and 7) under the care of a primary care clinician at a participating 

primary care clinic. The study initially planned hospitalization within the prior year as 

an inclusion criterion, but this requirement was dropped due to changes in care delivery 

throughout the COVID-19 pandemic.

Care partner inclusion criteria are: 1) assist an eligible person with possible cognitive 

impairment with health care activities, 2) 18 years and older, 3) English speaking, 4) able 

to hear well enough to communicate by telephone, 5) not planning to move out of the 

state within the year, 6) does not report having a life-threatening illness, 7) does not screen 

positive for possible cognitive impairment on the basis of the 6-item telephone screening 

instrument,[17] and provides informed consent.

The unit of analysis is the person-care partner dyad: both dyad members must meet 

eligibility criteria. We focus on persons with possible mild, moderate, and severe cognitive 

impairment regardless of clinical diagnosis because of the importance of addressing ACP 

early in the disease trajectory,[2] the under-diagnosis of ADRD [18–20] and the greater 

implementation potential of a protocol with broad applicability. Since the study focuses on 

a culturally complex topic, we exclude non-English-speaking individuals. SHARE has been 

designed to be broadly applicable to all primary care patients, but we focus on those 80 

years and older to facilitate exploratory analyses of end-of-life endpoints.

Wolff et al. Page 4

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

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript



3. Recruitment, enrollment, randomization, and follow-up

3.1 Recruitment

Recruitment follows a phased process, as in prior work. [21, 22] The office medical 

directors of primary care practices operated by two health care organizations in the 

Baltimore-Washington area are first approached by the leadership of their organizations 

to gauge interest in partnering on the study. Office medical directors who are receptive to 

participating are asked to allow the study team to present to clinicians in their practices 

about the objectives of the trial and invite them to contact the research team to learn more, 

determine whether they would like to participate, and provide informed consent.

Established patients of participating clinicians ages 80 and older are identified by the 

research team through the electronic health record. Research staff mail letters describing 

the study to potentially eligible patients one month in advance of a scheduled clinic visit. 

Patients who do not “opt out” by returning an opt-out card by mail are contacted by 

research staff to discuss study procedures and administer a telephone screening interview. 

For patients who are unable to interact by telephone due to cognitive or hearing impairment, 

eligibility is assessed through completing the screening survey with a knowledgeable 

informant. Finally, care partners of eligible patients are contacted by research staff to 

introduce the study, answer questions, and administer a telephone screening interview.

3.2 Enrollment

Research staff schedule a time for a telephone or video conference baseline enrollment 

meeting with patients and care partners who meet eligibility criteria and are interested 

in participating. For patients with two or more incorrect answers or who are not able to 

respond to a six-item telephone screening survey, [17] screening questions are asked of a 

knowledgeable informant and a legally authorized representative is identified according to 

Maryland law. Enrollment officially occurs at the time that both patient and care partner 

have provided informed consent, or at such a time that it is confirmed by research staff that 

both patient and caregiver have reviewed, completed, and signed either paper or e-consent 

forms or have completed an oral consent process. Upon enrollment, research staff field 

baseline assessments to both patients (or their knowledgeable informant) and care partners. 

All recruitment materials are IRB approved (00242431).

3.3. Randomization and Follow-Up

Randomization is at the level of the patient-care partner dyad, which allows examination 

of group differences by clinic. After obtaining informed consent and completing baseline 

interviews, each dyad is randomized in a 1:1 ratio using stratified, blocked randomization by 

primary care clinician with randomly varying block sizes of 4 or 6 dyads for each clinician. 

Randomization utilizes a statistical algorithm within REDCap developed by the project 

statistician (DLR) and unknown to research staff. Staff responsible for the randomization 

protocol are aware of participant assignment status only after it occurs. Allocation 

concealment is ensured by blinding the PI and staff conducting follow-up assessments 

and responsible for coding study outcomes. Experimental and control dyads are introduced 

to their respective protocol after randomization, upon completion of baseline enrollment 
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procedures. Participants in both groups are told that the study is about communication 

in primary care. Patients and care partners individually receive $20 for each completed 

assessment, or up to $80 (baseline, 6, 12, and 24 months).

4. Measurements

Exhibit 3 summarizes primary and secondary outcome measures, covariates, and descriptive 

measures. Sociodemographic characteristics are assessed at baseline only, while health 

status, quality of life, and caregiving circumstances (e.g., responsibilities, appraisal) 

are assessed at each time point. Outcomes are operationalized as described by source 

instrument. As our sample encompasses persons with possible cognitive impairment, some 

of whom may be unable to respond to study assessments, survey-based outcomes are 

primarily assessed from the perspective of the care partner.

4.1. Primary outcome

Our primary outcome is the end-of-life subscale (n=7 items) of the quality of 

communication instrument at 6 months follow-up.[23, 24] We focus on the end-of-life 

subscale as it is most pertinent to ACP, and we examine the care partner perspective due to 

incapacity of some patients to self-report. Data procedures for analysis follow established 

procedures and question wording follow that stipulated by Engelberg (2006), with the 

incorporation of skip patterns to reduce cognitive demand and improve measurement 

precision, as described by Reiff (See Appendix 1). [25]

4.2. Secondary outcomes

Readiness to engage in ACP is assessed from the patient perspective using the 4-item ACP 

engagement survey.[26, 27] Readiness to engage in ACP is assessed from the care partner 

survey using items from work by Van Scoy [26, 28, 29][22, 30] who identified parallel items 

for surrogate decision-makers. We rely on 6 items corresponding to the 4-item patient survey 

and the role of care partners in SHARE. Appendix 2 provides the question wording for both 

patient and care partner surveys.

Advance directive completion is defined as having a documented durable power of attorney 

or a living will in the primary care electronic health record at the end of the study. We 

exclude the Medical Order for Life Sustaining Treatment (MOLST) in our outcome as 

the completion of a Maryland MOLST is mandatory in certain situations (e.g., on transfer 

between settings) and is not indicative of having had an ACP discussion or naming a 

durable power of attorney; the Maryland MOLST does not conform to the National POLST 

Paradigm.[31, 32]

4.3 Exploratory outcomes

Exploratory analyses assess bereaved care partner experiences for patients who die by 

24 months. Measures include decisional conflict,[33] decisional regret,[34], symptoms 

of anxiety[35], and satisfaction with care.[36] Potentially burdensome care is measured 

by any intensive care unit use or life prolonging care (cardiopulmonary resuscitation, 

mechanical ventilation, tracheostomy, dialysis, artificial nutrition, chemotherapy) within 
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30 days of death[37, 38] using dates and services abstracted from medical records and 

the Chesapeake Regional Information System (CRISP), Maryland’s Health Information 

Exchange. This measure assesses services received rather than whether the care was 

perceived as disproportionately burdensome.

5. Experimental arm

SHARE encompasses four components (see Exhibit 4).

1. A mailed letter from the primary care clinic introducing the initiative (see 

Exhibit 5).

2. Access to a facilitator trained in the protocol and leading ACP conversations. 

Facilitators were certified in the Respecting Choices advance care planning 

curriculum (http://respecting-choices.org) and structured conversation guide 

exploring personal values, identifying an appropriate health care decision-maker, 

and communicating preferences for end-of-life care.[39] This curriculum was 

supplemented by training to deliver ACP in the context of cognitive impairment 

and to support care partner involvement, including: facilitating family meetings, 

communicating difficult news, assessing cognitive capacity, registering patients 

and families for the patient portal, and procedures for documenting the 

occurrence and outcomes of advance care planning discussions in the electronic 

health record.

3. Person-family agenda-setting to align perspectives about the role of family and 

stimulate discussion about health care issues and ACP.

4. Educational materials about communication and ACP, including: a 44-page 

brochure developed by the National Institute on Aging entitled “A Guide 

for Older People: Talking with your Doctor”, a blank advance directive, and 

information about and facilitated registration for the patient portal to enable and 

extend electronic interactions and information access to patients and family.

Within 2 business days of enrollment, research staff provide SHARE facilitators the contact 

information of participants randomized to the experimental arm. SHARE facilitators then 

contact patients by telephone to inquire about their interest in scheduling an introductory 

conversation via telephone or video conference, with a goal of completing at least one ACP 

conversation within 4 weeks of enrollment. During the initial meeting the facilitator reviews: 

(1) recent changes in the individual’s health status, (2) whether the individual has identified 

a health care agent (3) individual goals, values, and preferences for future medical care; and 

(4) offers to assist with completing or updating advance directives as needed.

At the conclusion of the initial meeting the facilitator seeks patient and care partner 

input regarding the frequency (e.g., monthly, quarterly) and mode (by phone, via secure 

electronic messaging through the patient portal) of future “check-in” contacts to assess 

interest in scheduling future meetings. Facilitators document the meeting in REDCap and 

share impressions (e.g., significant symptom burden, major changes in health, potential 

eligibility for hospice care) with the primary care clinician or related point of contact. 
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SHARE facilitators document the occurrence and content of subsequent contacts and ACP 

conversations in REDCap as well as the patient’s medical record.

6. Control arm

Dyads assigned to the control group receive a protocol of minimally enhanced usual 

care, encompassing an introductory letter, print educational brochure, and a blank easy 

to complete advance directive. Control dyads are told that they are participating in a study 

about communication in primary care. We chose an active control arm because providing 

an advance directive can be considered as the standard of care even if it is often not ‘usual 

care’, to ensure that positive results can be attributed to the intervention, and to mitigate 

perceptions among dyads randomized to the control group that they are not being offered 

anything beyond usual care. All patients may register for the patient portal, provide their 

primary care clinician with a completed advance directive, or avail themselves of ACP with 

their primary care clinician or other clinic staff. However, these processes generally occur 

on an ad-hoc basis and do not involve a systematized approach to engaging with family 

caregivers or ACP.

7. Fidelity plan

Guided by the NIH Behavior Change Consortium[40] we address fidelity through design 

(by selecting distinct therapeutic elements based on theory), training (by relying on a 

protocolized curriculum to train ACP facilitators), and by assessment of interventionist 

delivery of the protocol (by review of audio-recordings of ACP conversations and post-

meeting reports, and ongoing monitoring and support of interventionists).

The original plan was that facilitators be nurse case managers or social workers employed 

by one of 4 participating primary clinics: each facilitator would have a caseload of up to 

31 patients. Shifts toward remote modalities necessitated by the COVID-19 outbreak led us 

to instead rely on nurse case managers, social workers, or lay facilitators employed by the 

health systems operating participating primary care practices. As facilitators were embedded 

in the health system rather than primary care practice, their theoretical caseload was as many 

as 62 patients, though the staggered pace of accrual left their actual caseload much lower, an 

average of 24 (fluctuating from 14 to 41) at any given in time.

ACP facilitators are certified in the Respecting Choices ACP curriculum which includes 

6 online modules and synchronous instruction to gain competency with scripted interview 

tools, communication techniques, and demonstrated proficiency through role-plays. The 

Respecting Choices curriculum is supplemented by 0.5 days of training in the study 

protocol, which was delivered and reinforced by co-investigator JGC using traditional 

didactics, case scenarios, and modeling and mentored role play.

ACP facilitators document all patient and care partner contacts. After each ACP meeting, 

facilitators document their impressions of the meeting content and progress using the post-

ACP report form that includes a checklist of key fidelity components. ACP conversations are 

audio-recorded and reviewed to monitor adherence to the SHARE protocol, as previously 

described.[41] Following Vaccaro and Seaman, [42, 43] at least two trained unblinded 
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research staff listen to and rate each audio-recorded ACP conversation. To achieve 

consistency between auditors, an ACP audit tool was developed to guide assessment 

of specific content covered in the ACP Facilitator training such as use of motivational 

interviewing techniques, empathetic language, and inclusion of both patient and caregiver 

in the conversation, aspects of advance directive documentation and ACP processes, and 

contextual information such as the duration of the visit. The audit tool mirrors items asked of 

facilitators in post-ACP meeting reports to ensure that auditors and facilitators are attending 

to the same core ACP conversation elements.

Facilitators are convened weekly by phone to review progress updates, discuss challenges 

encountered, engage in collaborative problem-solving, review adherence issues and 

strategies for resolutions, and revisit specific topics as needed. The structure and content 

of the supervision meetings is tailored to the specific fidelity-related needs and issues of the 

facilitators. Additional elements of fidelity maintenance include monitoring completion of 

post-ACP meeting reports after each facilitated meeting.

8. Data collection

Data from screening calls, ACP contacts, and surveys are entered into REDCap forms that 

the data manager checks for completion and accuracy. The number, duration, and mode 

of contacts with the ACP facilitator are monitored weekly. This level of detail permits the 

research team to identify areas where full implementation is not being achieved and enable 

corrective actions. Measures of advance directive completion, use of the patient portal, 

and potentially burdensome care will be extracted from the electronic health record and 

the Maryland CRISP by research staff masked to treatment group at the end of the trial. 

Audio-recordings of ACP conversations are transcribed and audited by unblinded research 

staff to evaluate fidelity to the SHARE protocol.

9. Sample size and analysis

The sample size is based on our ability to detect a distribution-based clinically meaningful 

effect for our primary outcome at 6 months.[44] From prior trials we assume an unadjusted 

intervention effect of 0.30 standard deviation units (SDUs).[13, 45] Incorporating baseline 

QOC scores as a covariate and assuming correlation of 0.65 between baseline and 6-month 

QOC scores yields a covariate-adjusted effect size of 0.39 SDUs. Based on an enrolled 

sample of 248 dyads and attrition of 10%, a retained sample of 222 will provide more than 

80% power to detect a covariate-adjusted effect of 0.39 using a two-sided test and a type 1 

error rate of 0.05.

9.1. Analyses of primary outcome.

The primary outcome is care partner responses to the 7-item end-of-life subscale of the 

quality of communication about end-of-life care (QOC) questionnaire at 6 months.[23, 24]. 

We will use intention-to-treat analyses as the primary method of analysis and use analyses 

of covariance on the 6-month QOC score with treatment group as the primary independent 

variable and baseline QOC score as the primary covariate. Although randomization was 

implemented at the individual patient level, there may still be clustering of outcomes 
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within practice sites and practice-level variables may also be related to outcomes. Therefore, 

hierarchical, multilevel models with patients embedded with practices may be employed if 

such patterns and associations are observed. Baseline individual- and practice-level variables 

will be covariates if there is imbalance on these measures by treatment group or if they 

are significantly correlated with 6-month QOC after adjusting for baseline QOC score. If 

a multilevel design is used, this will be implemented using SAS Proc MIXED with dyads 

(level 1) nested within clinics (level 2) that will allow us to enter and control for clinic-level 

covariates (size and characteristics of patient panel, staff, location).

Descriptive analyses will carefully examine the presence of missing outcome data, the 

reasons for missingness (e.g., patient death vs. lost to follow-up), and the predictors 

of missingness. Sensitivity analyses using multiple imputation of outcome data may be 

conducted if missingness is more than trivial and the pattern of missingness supports such 

imputation methods

9.2 Secondary outcomes and supplemental analyses.

Analyses of secondary and exploratory outcomes, implementation measures, and 

prespecified subgroups will be conducted. Maintenance of intervention effects extend the 

multilevel model to include a longitudinal or within-person level. Trajectories of treatment 

impact over time will be estimated with linear longitudinal models. For dichotomous 

outcomes (e.g., newly documented advance directive) we will construct multilevel logistic 

regression models using SAS Proc GLIMMIX. We examine the consistency of intervention 

effects for subgroups identified a priori including by primary clinic, by caregiving 

relationship (spouse vs. non-spouse) and possible cognitive impairment severity (mild vs. 

moderate/severe using the Modified Telephone Interview for Cognitive Status (TICS-m). 

[46–48] We will examine rates of recruitment and retention, the timeliness and completeness 

of collected data,[49] and relative attrition rates (SHARE versus control protocol).[50]

9.3 Qualitative Strand.

Upon the completion of the final follow-up survey, we purposively sample 12 dyads who 

received SHARE for in-depth interviews and all interventionists and fidelity raters. We 

assess perspectives about SHARE delivery characteristics and its purpose, value, and impact. 

Post-intervention in-depth interviews will be audio-recorded, transcribed verbatim, and 

entered in NVivo textual data analysis software. Qualitative analyses will be conducted 

by the research team concurrent to data collection using thematic analysis [51] to identify, 

analyze, describe, and report emergent themes in our data. We will use a mixed methods 

approach with quantitative analyses of implementation and efficacy to elucidate the 

mechanism by which effects or lack of effects of SHARE are observed and to identify 

how SHARE might be further refined and improved.

10. Discussion

Alzheimer’s Disease and Related Dementias (ADRD) are among the most disabling and 

costly of all health conditions[52] and a leading cause of death.[53] Family care partners 

are at the forefront of managing ADRD, and clinicians rely on the substituted judgement 
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of family for persons who lack decisional capacity toward the end of life.[54] However, 

family are not routinely included in discussions about prognosis[55] and are too often poorly 

prepared to engage in surrogate decision-making.[54, 56] Compared to persons without 

ADRD, those with ADRD are less likely to complete an advance directive or formally 

designate a surrogate decision-maker,[57] placing them at heightened risk for potentially 

burdensome and costly end-of-life care.[58]

The investigation has several novel design elements. The study incorporates elements of 

efficacy and implementation research. Implementation science posits that hybrid mixed-

methods studies may improve the speed of knowledge creation and translation by increasing 

the usefulness, relevance, and public health impact of complex behavioral interventions.[59–

61] Our study quantitatively examines clinically meaningful outcomes and qualitatively 

assesses diverse individual, family, and primary care stakeholder perspectives and contextual 

factors. By audio-recording ACP conversations, we are able to comprehensively assess the 

structure and content of conversations and the ability of facilitators to adhere to the protocol 

as intended. Comprehensive tracking of ACP contacts and outcomes of conversations will 

afford comprehensive examination of process measures in relation to person- and family-

reports of the quality of communication about end-of-life care. Caregiver burden, stigma, 

and impaired decisional capacity amplify the difficulty and importance of ACP discussions 

in the context of ADRD[2] yet few interventions have been equipped to comprehensively 

examine conversation processes and outcomes in persons with ADRD outside of the nursing 

home context, as in this trial.

Our team has encountered challenges executing the SHARE study. The protocol was initially 

designed, funded, and developed in a period preceding the COVID-19 outbreak. The study 

proposed in-person enrollment and baseline assessments in home or community settings 

preferred by older adults and their care partners, to accommodate the needs of the target 

population. The study planned to train existing primary care staff to assume the ACP 

facilitator role, so as to physically embed the model in primary care practices and facilitate 

subsequent scaling. Although the study was successfully reconfigured to accommodate the 

remote deployment, delays in the postal service, logistical complexities associated with 

moving research staff to a remote work environment, and the necessity of relying on 

telephone and video conferencing modalities for contacts with study participants have led 

to slower than expected accrual. The study initially planned having a hospitalization within 

the prior year as inclusion criteria, but this eligibility criteria was dropped due to changes 

in care delivery throughout the pandemic. Facilitating ACP remotely has been a challenge 

given the high degree of sensory impairment and more limited technology experience of our 

study population.

11. Conclusions.

This clinical trial examines effects of a multicomponent communication intervention to 

proactively engage family and normalize ACP in primary care among persons with 

possible cognitive impairment ranging from mild to severe. Our protocol is aligned 

with contemporary initiatives to improve care quality for persons with ADRD and 

recommendations for advancing interventions with high implementation and sustainability 
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potential.[62] Our study is especially timely given the addition of Medicare billing codes 

for ACP with non-physicians, alignment with recommendations of American Medical 

Association and National Quality Forum consensus committees emphasizing ACP in ADRD 

quality measurement,[5, 63] and a National Academies of Sciences, Engineering, and 

Medicine report calling for strategies to proactively engage and support families in care 

delivery.[64] Our protocol is consistent with principles for approaching ACP in older 

adults with cognitive impairment in primary care[2] and if successful, our trial will 

provide supporting evidence regarding the feasibility and benefit in support of specific 

recommendations and dissemination in practice.

Supplementary Material

Refer to Web version on PubMed Central for supplementary material.
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Exhibit 1. 
Conceptual Framework
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Exhibit 2.

Inclusion and exclusion criteria for patients, family, and clinicians

Participant Inclusion Criteria Exclusion Criteria

Primary care 
clinician

• Practicing primary care physician, nurse practitioner, or physician assistant at 
participating practice
• Care for patients ages 80+

• Does not care for patients ages 80+
• Plans to leave the practice

Patient • Age 80+
• Under care of participating clinician
• Involved care partner
• Screens positive for possible cognitive impairment (mild-severe)
• No care partner

• Moving out of state within the year
• Non-English speaking

Care partner • Assists eligible patient and either family member or unpaid
• 18 years or older
• Able to hear well enough to communicate by telephone
• Screens negative for possible cognitive impairment

• Moving out of state within the year
• Non-English speaking
• Life-threatening illness
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Exhibit 3.

Detailed Measurement Battery: Detailed Schedule of Instruments Fielded and Schedule of Assessments

Construct Measure (Source: 
Author, Year) Items Range Validity Source Outcome BL 6 

M
12 
M

24 
M EOL

Outcomes @ 6 Months, Patient and Family Experience

QOC (Primary)

Quality of 
Communication About 
End of Life Care 
(Engelberg 2006; 
Reiff 2022) General 
QOC Subscale 
(Secondary)

7
7 0–70 α=0.79

α=0.91 P, F F@6M X X X X

ACP (Secondary)

4-item ACP 
engagement μ (Sudore 
2017; Van Scoy 2019)

4 0–20 α=0.84 * P, F F@6M X X X X

Documented Advance 
Directive -- Y/N -- EMR E@6m X X X X

Outcomes @ EOL, Quality of Care and Surrogate Decision-Making Experience (Exploratory)

Quality of care
Satisfaction w/EOL 
Care in Dementia 
(Volicer 2001)

10 10–40 α=0.90 F F@EOL X

Surrogate 
Decision Making

Decisional conflict 
scale (O’Connor 1995) 16 0–100 α=0.78 F F@EOL X

Decisional regret – 
(Degner 1992; Mack 
2016)

5 0–100 α=0.81–0.92 F F@EOL X

Anxiety: GAD-7 
(Spitzer 2006) 7 0–21 α=>0.92 F F@EOL X X X X X

EOL care Potentially 
burdensome care

EMR, F EMR X

Primary Care Interactions and Communication

Therapeutic 
alliance

The Human 
Connection Scale 
(Mack 2009; Huff 
2015)

16 16–64 α=0.90
original F - X X X X

Shared Decision 
Making

CollaboRATE μ (Barr, 
2014) 3 0–100 α=0.89 P, F - X X X X

Primary Care 
Interactions

Frequency/Mode of 
Contacts (Wolff 2016; 
2019)

5 -- --- F, E - X X X X X

Registration & use of 
patient portal (Wolff 
2020)

-- -- --- EMR - X X X X X

Implementation, Fidelity/Implementation Processes, Clinic Context (Note: these items will be limited to intervention participants)

Acceptability Acceptability: 
Recruitment & 
retention

Consort diagram - X

Perceptions of 
SHARE purpose, 
value, impact

Interviews w/ patients, family, clinicians X

Fidelity

Number of ACP 
conversations 5 Y/N P, F, I - X X X X

Fidelity to Respecting 
Choices and SHARE P,F,I, A - X X X X
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Construct Measure (Source: 
Author, Year) Items Range Validity Source Outcome BL 6 

M
12 
M

24 
M EOL

protocol (Paladino 
2019; Vaccaro 2019)

Sustainability Clinic continues 
intervention

Interviews w/ health system leadership X

Patient and Family Characteristics, Caregiving Circumstances

Demographics

Age, Gender, 
Education, Race/
Ethnicity, Family 
employment status

13 P/F, F - X

Health literacy 
(Wallace 2006) 1 0–4 P, F - X

Living arrangement 1 P/F, F - X X X X X

Relationship between 
patient and family 1 P, F X

Interpersonal 
relationships

Caregiver/receiver 
Mutuality (Archbold 
1990)

15 0–4 α=0.93 P, F - X

Family Apgar
(Smilkstein 1978) 5 0–20 α=0.94 P, F - X

Health

Modified Telephone 
Interview for 
Cognitive Status 
(TICS-m; Brandt 
1988)

12 0–50 P - X

Self-rated health 1 Likert P/F, F - X X X X X

PHQ-2 (Arroll 2010) 2 0–6 P, F - X X X X X

GAD-2 (Sapra 2020) 2 0–6 P X X X X

Quality of Life

Quality of Life-AD 
(Logsdon 2002) 13 13–52 α=0.84;

ICC>0.75 P/F - X X X X X

EuroQOL-5D 
(EuroQOL 1990) 6 F - X X X X X

Caregiving 
Circumstances

Intensity: Frequency, 
Type of Help 10 Homegrown F - X X X X X

Caregiver self efficacy 
(Fortinsky 2002) 4 5–20 N/A F - X X X X

12-Item Zarit Burden 
Int + 1 global (Bedard 
2001)

13 0–60 0.87 F - X X X X X

Source: P=patient; F=family caregiver; E=EMR; I=interventionist facilitator; A=audiotaped advance care planning conversations; C=clinic Note: 
μ=Modified to reflect care partner perspective.

*
Note that psychometric properties for this information are listed for the original, long-form version of the instrument, rather than the short-form 

being fielded in this study for patients, or the adapted version which reflects the care partner perspective.
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Exhibit 4.

SHARE Therapeutic Components: Content, Rationale, Evidence of Effectiveness

Content Rationale Evidence of Effectiveness

1. Primary care initiated 
voluntary ACP

Most older adults and families appreciate when primary 
care practices engage them in ACP.[15] Proactively 
introducing ACP normalizes these discussions.

Primary care initiatives to increase advance 
directive completion are effective and well-
received.[8]

2. ACP education and 
availability of nonclinician led 
ACP discussions

ACP education and resources increase patient & family 
awareness, knowledge and skill. Respecting Choices is a 
structured educational program to train non-clinicians to 
facilitate ACP discussions. [65, 66]

ACP and Respecting Choices are associated with 
increased advance directive documentation and 
patient satisfaction in primary care and those 
with serious illness. [67–70]

3. Person-Family Agenda 
Setting

Individuals & families often have different concerns. 
Agenda-setting stimulates discussions about ACP & the 
role of family.

Agenda-setting helps clarify concerns, goals, and 
expectations, and increase engagement in care. 
[9, 71]

4. Resources about 
communication with a 
primary care clinician, 
including the patient portal

The patient portal facilitates timely and accurate 
information about patient health, diagnoses, test results, 
& prescribed treatments. Families can have their 
own identity credentials to access information and 
communicate with clinicians.

The patient portal operates through mechanisms 
of convenience, continuity, activation, and 
understanding.[72] Prior studies find clinical 
benefit of supporting family through technology.
[73]

ACP=advance care planning; EOL=end-of-life
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Exhibit 5.

Introductory Letter to Patients

 Dear [Patient Name]:
At [Clinic Name/ Health System], it is important for us to understand your wishes about your care. Here are some ways you can help.

  1. Tell us your concerns
  We want to know what is important to you. Attached is a checklist and resources about communication that may be helpful. If you want, 
you can complete the attached checklist and bring it to your next appointment at [Clinic Name/ Health System].

  2. Share your health information with family or a friend
  Giving a family member or friend access to your health information can help them better understand your health and treatments. If you 
would like to share your health information with family or a friend, you can complete the attached PROXY ACCESS form and give it to the 
front desk at [Clinic Name/ Health System].

  3. Talk with your health team about your wishes
  We want to make sure your wishes are respected if you have a serious illness or injury. If you want, you can complete the attached 
advance directive and bring it to your next appointment to talk to your doctor about it. You may also bring a copy of your own advance 
directive.

 We look forward to talking with you on future visits and addressing your questions.

Sincerely,

[Clinic Name/ Health System/ Primary Care Provider]
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