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PROJECT SUMMARY/ABSTRACT

The long-term objective of this K99/R00 application is to develop Dr. Elizabeth Luth’s capacity to successfully
conduct studies aimed at reducing caregiver burden and improving care for patients with Alzheimer’s Disease
and related dementias nearing the end of life. In the K99 phase, the proposed project supports Dr. Luth in four
training objectives that will allow her to develop and transition to an independent investigator who develops
culturally inclusive, practical, and scalable solutions to improve end-of-life care for patients with dementia. First,
she will extend her knowledge in core substantive areas including hospice care, dementia caregiving, and
recruitment and retention. Second, she will learn to develop, implement, and disseminate behavioral
interventions with an emphasis on clinical care settings, workforce training, goal attainment scaling, and
collaboration with community partners. Third, she will learn how to design and conduct clinical trials. Finally, for
the fourth training objective, Dr. Luth will pursue professional development opportunities, specifically in the
areas of grant writing and collaboration. The four research aims of this application will proceed as follows. Aim
1 will identify common challenges, strategies, and gaps in care for an understudied population; that is,
community-dwelling patients with dementia near the end of life. This aim is achieved through interviewing and
surveying African American and white family caregivers and hospice clinicians. Aim 2 uses key stakeholder
(family caregivers, clinicians, experts) feedback to adapt dementia-focused training materials and to develop a
goal assessment tool for home hospice clinicians to improve care outcomes. Aim 3 examines the feasibility
and acceptability of the training and tool and revises them based on an iterative feedback process with family
caregivers and clinicians. Aim 4 determines the preliminary efficacy of the training program and goal
assessment tool to improve clinicians’ knowledge of dementia-related challenges in home hospice care,
reduce family caregiver burden, and reduce hospice disenrollment through a pilot randomized controlled trial
(RCT). The proposed research works towards reducing disparities and achieving health equity by involving
African American individuals in all stages of information gathering and intervention development and testing.
The proposed project is consistent with the NIA’s mission to conduct behavioral research on aging and foster
the development of research scientists in aging. It is also aligned with the NIA’s strategic goals of developing
interventions to address Alzheimer’s Disease and improve the health of older adults in diverse populations.
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PROJECT NARRATIVE

The proposed project has the potential to increase our understanding of the challenges in caregiving for
community-dwelling patients with Alzheimer’s Disease and related dementias nearing the end of life and
strategies used to address those challenges. The project also has the potential to improve home hospice care
delivery for patients with dementia and their family caregivers. The study develops a practical, culturally
inclusive training and tool for use by home hospice clinicians as they provide care to family caregivers of
patients with dementia.
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Candidate Background

My path to independent investigator is the confluence of personal, professional, and training experiences. My
interest in end-of-life (EOL) experiences, and specifically for persons with Alzheimer’s Disease and related
dementias, began long before | became a researcher. Between 2001 and 2014, three of my grandparents died,
including my maternal grandfather, who died after a decade-long battle with Alzheimer’s Disease. His wife was
his only, 24-hour a day, caregiver during his illness. | was fortunate enough to spend time with each of my
grandparents before they died. However, even in my grief, | realized that not all families were as lucky as mine.
Had my father not been able to afford paid caregivers, would he have filled the gaps that so often fall to adult
daughters? Would he have been as accepting of my grandmother’s death if she had not been comforted in her
final days by a visit from her beloved parish priest? What if my maternal grandmother had not been at my
grandfather’s side during his descent into dementia? During this time period, my concurrent professional
experience in different non-profit service delivery settings instilled in me two convictions. First, to be adopted,
solutions to service and care delivery problems must be practical and complement traditional care. Second,
working with vulnerable, underserved populations often requires different and creative approaches.

| returned to graduate school to train as a medical sociologist to enhance my understanding of EOL processes
and outcomes, particularly for older adults who make up 75% of U.S. deaths annually. Graduate school
provided theoretical frameworks, vocabulary, and methodological training to explain and document the ways
disparities in EOL experiences manifest themselves. My sociological training helped me to situate individuals’
experiences within the multi-level and dynamic contexts of family, organization, neighborhood, and social
structure that shape the choices they perceive and have available to them. | came to understand why and how
sociodemographic disparities in health outcomes result from both individual choices and the constraints and
dynamics of the social structures in which we are embedded. | also received rigorous methodological training
in qualitative methods and advanced statistical techniques, the latter of which | have used in 3 first-authored
publications on psychosocial and race differences in advance care planning and the quality of EOL care.'3

Upon completing my doctorate, | intentionally took a different path than many individuals with PhDs in
sociology. Rather than pursing a teaching position in a Sociology Department, | committed fully to a career in
clinical research and applied for a T32 Postdoctoral Fellow post in an academic medical school. Since
September 2017, Weill Cornell Medicine (WCM) has provided an ideal setting for applying the conceptual and
methodological tools from my sociology training to rigorous research focused on caring for sick and dying
patients. | have leveraged the support and resources at WCM to continue to grow as a researcher. Developing
my grant writing skills, | obtained two grants from WCM and Visiting Nurse Service of New York (VNSNY) not
only to continue my research on sociodemographic (e.g. race, socioeconomic status, gender) disparities in
EOL care, but also to advance my skills in four specific ways. First, the studies have allowed me to extend my
focus beyond EOL care quality to other aspects of the EOL: hospice and hospital care. Second, | have been
able to concentrate on a specific patient population: patients with Alzheimer’s Disease and related dementias
(PwD). Third, | am gaining a deeper understanding of the many challenges that occur as a consequence of
dementia caregiving through pilot interviews with clinicians and family caregivers (FCG) of PwD. Fourth, | am
leading collaborative teams of co-Investigators across NewYork Presbyterian hospitals and with VNSNY in
order to complete these studies. | have been productive during my T32 Postdoctoral Fellowship, having four
articles (2 first-authored) accepted for publication.?®

My personal and professional experiences, graduate training as a medical sociologist, and T32 postdoctoral
training put me in an excellent position to approach problems as complex, multi-layered, multi-leveled,
requiring practical, clinically useful solutions. My past and current research reflects my deep commitment to
developing solutions that reduce sociodemographic disparities and promote equity in health outcomes. My
background, training, and accomplishments to date ideally position me to develop a sustained career as an
independent investigator. The proposed application will allow me to further develop knowledge and skills
needed to launch as an independent investigator who develops culturally inclusive, practical, and scalable
solutions to improve EOL care for PwD and FCG. First, | will benefit from experience in substantive topics
related to my areas of research including hospice, dementia caregiving, and recruitment and retention.
Second, although | have expertise in sociological theory and methodologies, which enhance my ability to
understand and analyze complex problems, | wish to gain expertise in applying these models and methods to
real-world problems. To address this gap, | require additional training in behavioral intervention development,
dissemination of results, and designing and conducting randomized controlled trials (RCTs) and pragmatic
trails. Finally, although | have worked to develop my grant writing skills and form collaborative networks, | seek
additional training in these areas to develop successful RO0 and competitive RO1 applications and to build
collaborations to mount multi-site, large scale trials. The K99/R00 Pathway to Independence Award is therefore
an ideal vehicle to provide me with the time, mentorship, and training support | need to become an
independent, RO1-funded investigator.
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Career Goals and Objectives

My long-term objective is to become a leader in developing culturally inclusive, clinically relevant, scalable
solutions to improve EOL care and support for patients with Alzheimer’s Disease and related dementias (PwD)
and their family caregivers (FCG). | am committed to developing solutions that reduce sociodemographic
disparities and promote equity in health outcomes. During my doctoral training in sociology | gained a
theoretical understanding of the individual factors and structural processes that contribute to disparities in
health outcomes. | also received training in advanced statistical techniques including multilevel modeling and
latent class analysis. | applied my graduate training to complex analyses of secondary survey data to
understand psychosocial and sociodemographic disparities in older adults’ advance care planning
completion'*¢7 and EOL care quality.?® | also received training in qualitative methods, leading an interview
study. As a T32 Postdoctoral Fellow, with the support of my mentor, Dr. Prigerson, | have published two first-
authored papers and am leading studies to broaden and deepen my understanding of EOL care in two ways.
First, | have expanded my focus within the area of EOL care to encompass hospice and hospital care. Second,
| have learned more about Geriatrics clinical care, while increasing my focus on a specific population: patients
with dementia. In my postdoctoral research to date, | have applied my quantitative analysis skills to examine
sociodemographic disparities in secondary survey data and hospice and hospital electronic records. | am
further developing my qualitative skills in a pilot interview study of FCG of PwD. To reach my long-term
objective of becoming an expert in improving care and support for dying PwD and FCG, | need additional
knowledge and skills that | propose to acquire in the K99 phase and apply in the R00 phase of the project. The
career development plan | outline here will provide me with needed support from primary and co-mentors
during the K99 phase of the project, while also supporting my transition to research independence in the R00
phase. The additional knowledge and skills | will acquire as part of my career development plan (outlined
below) will allow me to conduct the study proposed in the R00 and in future RO1-level randomized controlled
and pragmatic trials. In sum, this K99/R00 Pathway to Independence Award will provide me with the training,
experiences, and preliminary work | need to launch as an independent investigator focused on improving EOL
care for PwD.

Training Objective 1. Extend knowledge in core substantive areas: hospice, dementia caregiving, and
recruitment and retention. My graduate work was anchored in analyzing secondary data to improve
understanding of sociodemographic disparities in EOL care quality. My postdoctoral work has added dementia
status as a key explanatory factor for differences in hospital and hospice care outcomes. During the K99
portion of this project, | will engage with mentors and advisors and participate in didactic activities such as
shadowing providers and attending grand rounds and team meetings to deepen my understanding in key
areas. These key areas include: the clinical and real-world aspects of hospice care and dementia caregiving,
how hospice organizations operate and deliver care, and recruitment and retention of persons who are part of
vulnerable, hard-to-reach, and underrepresented groups, such as hospice patients, PwD, and African
American persons. Learning about hospice operations and care delivery will enable me to design interventions
that complement existing practices. Increasing my understanding of dementia caregiving will allow me to
develop interventions that are responsive to the unique challenges of caring for dying PwD in community
settings. Expanding my knowledge and experience recruiting and working with individuals from
underrepresented groups will ensure | can continue to work towards achieving health equity by incorporating
their perspectives into all stages of intervention development in this and future projects.

Training Objective 2. Develop, implement, and disseminate behavioral interventions. Before earning my
doctorate, my professional career working for community-based non-profit organizations was devoted to
helping program staff develop and implement techniques to perform program evaluations. As a result of that
experience, | have a deep appreciation that any steps adding to routine service delivery must be practical and
feasible for the particular service setting. However, | am not familiar with best practices for developing rigorous
and robust interventions, particularly in the areas of clinical care settings (such as hospice), workforce training,
goal attainment scaling, and collaborating with community partners. During the K99 portion of this project | will
participate in formal didactic experiences including coursework and training seminars to learn how to develop
and implement behavioral interventions for older adults. | will also engage with mentors and advisors who are
experts in this area. | will use this knowledge during the K99 phase to develop a training and tool-based
intervention for home hospice clinicians to support FCG of PwD.

Training Objective 3. Design and conduct clinical trials: RCT and pragmatic trials. My graduate training
provided me with expertise in designing and conducting research studies involving qualitative data collection
(interviews, focus groups) and collection, management, and analysis of quantitative data. The K99 portion of
this project will provide me with the opportunity to develop expertise in designing and conducting RCT and
pragmatic trials, which ultimately will allow me to pilot test and rigorously measure the efficacy of the
behavioral intervention in the ROO phase of the project. Training in pragmatic trial design and management will
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allow me to learn how to build interventions that are practical for constrained, real-world clinical settings, such
as home hospice care. | will gain this expertise through coursework, training institutes, and engagement with
my mentorship team.

Training Objective 4. Professional development: grant writing and collaboration. During my postdoctoral
training to date, | have begun to develop my grant writing skills and collaborative network. | applied for and was
awarded two grants for mentored pilot projects related to sociodemographic differences in EOL care for PwD.
For both of these projects | have developed collaborative relationships across the NewYork Presbyterian
hospital community and with community partners (e.g. Visiting Nurse Service of New York). However, | require
further development in grant writing and collaborative networks to enable me to develop a sustainable line of
research focused on improving care for dying PwD and FCG. During the K99 and ROO portions of this project |
will participate in didactic workshops and national conferences. | will also work with my mentors to continue to
hone my grant writing skills to submit a successful RO0 application, with the ultimate goal of submitting an R0O1
application to the NIA. | will also work with my mentors and advisors and use professional channels to build a
network of collaborators for future multi-site studies. | will complete Responsible Conduct of Research training
at WCM and additional ethics training as outlined below.

Career Development Activities during the Award Period

The proposed research in this K99/R00 application builds on my prior training and expertise in disparities in
EOL care and exposes me to new research topics, methods, and experiences to enhance my research skills
and expertise. The training activities | propose for this award period will enable me to become a leading expert
in developing practical, scalable and culturally inclusive solutions to improving EOL care and support for PwD
and FCG. As a T32 Postdoctoral Fellow, | have learned about Geriatrics and clinical practice and developed
grant writing skills. | am leading collaborative, locally-funded studies on disparities in EOL care for PwD in
hospice and during terminal hospitalization. The content knowledge and research experience | have acquired
as a T32 Postdoctoral Fellow have added to the theoretical and methodological expertise | gained as a
doctoral student. To become an independent investigator in the area of improving care and support for PwD
and FCG, | require additional knowledge and skills in several areas: knowledge of hospice, dementia
caregiving, and recruitment and retention; behavioral intervention development and dissemination; and
developing and running RCTs and pragmatic trials. Below, | outline the mentorship and training activities for
each of 4 training objectives that are crucial to achieving my short-term goals of conducting the proposed
research in this K99/R00 application and to my long-term goal of becoming a leading researcher in reducing
disparities and improving care for PwD. This award will give me the time and support | need to develop as an
independent investigator and allow me to collect pilot data, submit manuscripts, and ultimately, submit an R01
to reduce disparities and improve care for patients with dementia at the EOL

Mentorship Team. | have assembled a strong, interdisciplinary team of mentors to provide guidance and
support in my learning objectives, to provide and facilitate access to hands-on training, and to support the
proposed research (Table 1 and Figure 1).

Dr. Prigerson

Holly Prigerson, PhD, my primary mentor, is Professor of Primary

Sociology in Medicine and Director of the Center for Mentor

Research on End-of-Life Care at WCM. She has an Dr. Brody. oo _
extensive record of mentoring over 90 junior faculty into Education & interventions, cgf'Miz::zr
independent careers in academic medicine and has workforce RCTs Dementia
received awards for this mentorship. Dr. Prigerson is an training, caregiving

. . . . pragmatic

internationally recognized EOL researcher with numerous trials

NIH-funded studies addressing communication and racial Dr. Luth

disparities in EOL care for patients with cancer, including Dr. Pillemer  develop culturally inclusive,

RO1s. She served as Pl on an NCI U54 inter-institutional | Aavisor e trove £OL care for Pr. Bowles
partnership between Harvard and UMass Boston to 'fe":e:r'c‘;‘"a patients with dementia ‘::sp?;‘;'
address racial and ethnic disparities in cancer care. Dr. community home care
Prigerson has committed to continuing our mentorship partners

relationship. As primary mentor on this grant, she will br. Ravenell Dr. Lachs

oversee all aspects of the study. In addition, she will ‘Advisor Advisor

provide focused mentorship in EOL care, developing Recruitment Goal
behavioral interventions, and designing and conducting & retention atf::l'ir::"t

RCTs (Objectives 1-3). She will also provide mentorship in

SUCCGSSfU”y rUnning a research prOjeCt as Pl and Writing Figure 1. Complementary Expertise: mentors' and advisors' specific
and submitting a competitive RO0 and R01 (Objective 4). areas of expertise as related to Dr. Luth's long-term goal

She has agreed to provide additional resources and support staff (from her NIH R35 grant) as needed to
support the K99 portion of my project including statistical, research and administrative support the details of



which can be found in her letter. Dr. Prigerson will provide ongoing and sustained involvement throughout the
project. She will continue our weekly hour-long meetings during the K99 portion of the project to provide
dedicated senior researcher attention to all aspects of the study development, design, and analyses and to
provide advice and support for career development. She will support me through submitting the R00
application and will meet with me quarterly during the RO0 award to provide support.

Sara Czaja, PhD, a co-mentor, is Director of the Center on Aging and Behavioral Research at WCM. She is an
internationally-recognized expert in developing technology-based behavioral interventions for diverse
populations of family caregivers of patients with dementia She has been continually funded by the NIH
for over 30 years, including over 19 years of support for the multi-site Center for Research on Aging and
Technology Enhancement (CREATE), which she recently brought to WCM. Dr. Czaja will provide focused
mentorship in dementia caregiving, recruitment and retention of underrepresented minority groups, developing
behavioral interventions, and designing and conducting RCTs (Objectives 1-3). She will also provide
mentorship on grant writing and will facilitate connections with other dementia caregiving researchers
(Objective 4). During the K99 award period, Dr. Czaja has committed to meeting with me on a monthly basis to
provide input on study design, recruitment, analysis, and manuscript and grant preparation. She will also meet
with me to respond to other issues that may arise if | think her input would be beneficial. Dr. Czaja will continue
to meet with me quarterly for the duration of the R00 award to support the digitization of the tool.

Abraham Brody, PhD, RN, FAAN, a co-mentor, is Associate Professor of Nursing and Medicine and Associate
Director of the Hartford Institute for Geriatric Nursing at New York University. He is a nationally recognized
expert in developing efficacious, multi-modal, real-world interventions to improve healthcare clinicians'
abilities to care for persons with dementia in community-based settings (Objectives 1 & 2). He has R01
and R61-R33 funding from the NIA to carry out pragmatic trials in 25 sites across the country to improve
hospice care for patients with dementia (Objective 3). Dr. Brody agrees to meet with me at least quarterly
during the K99 award, and more frequently as needed, to provide support on study design, recruitment, and
manuscript and grant preparation and to discuss progress towards my professional development goals. He will
involve me in training opportunities related to his work that deepens my understanding of workforce training
and dementia (Objective 1) and will connect me with other researchers in our areas of interest (Objective 4).
Dr. Brody will meet with me twice a year during the R00 award for ongoing support.

Kathryn Bowles, PhD, RN, FAAN, FACMI, a co-mentor, is Professor and vanAmeringen Chair in Nursing
Excellence at the University of Pennsylvania School of Nursing and Vice President and Director of the Center
for Home Care Policy & Research at Visiting Nurse Service of New York (VNSNY). She is an internationally-
renowned expert in improving outcomes for seriously ill older adults, including developing behavioral
interventions that target clinical practice and decision-making (Objectives 1 & 2). Dr. Bowles has committed to
meeting with me at least quarterly for the K99/R00 award periods to discuss study design, advise on grant
proposals, and facilitate coordination within VNSNY to ensure both phases of the research project can be
completed.

. . Table 1. Competencies, Mentors Mentors Advisors

Advisory Panel. | have gathered an expert advisory -ome

. . . . and Advisors s L =
committee consisting of researchers with expertise 2 v & T

. . . . c © 3§ = £ 5 K
that aligns with my study aims and training Competenc » v 3 5 2 2 5
objectives. Dr. Karl Pillemer, PhD, is Professor of P y . U @ o a & 4
Gerontology in Medicine at WCM, and Hazel E. Reed End-of-life care X X X
Professor of Human Development and Senior Hospice X X X
Associate Dean for Research and Outreach in the Dementia caregiving X X X
College of Human Ecology at Cornell University. Dr. Recruitment and retention X X X
Pillemer has extensive experience in working with Intervention development X X X X
community partners, translational research, Workforce training X X X
workforce training, and caregiving (Objective 1). Community partner collaboration X
He will also assist me with grant writing at the R0O0 Goal attainment scaling X
and RO1 stages (Objective 4). Dr. Joseph Ravenell, RCTs and pragmatictrials X X X X X
MD, is Associate Dean for Diversity Affairs at New Responsible conduct of research X X X X X X X
York University. Dr. Ravenell will provide expertise in  Professional development X X X

recruitment and retention, particularly with members of the African American community (Objective 1). Dr.
Mark Lachs, MD, is the Irene F. and |. Roy Psaty Distinguished Professor of Clinical Medicine, Co-Director of
the Center for Aging Research and Clinical Care, and Co-Chief of the Division of Geriatrics and Gerontology at
WCM. Dr. Lachs is a nationally-recognized expert in elder care and elder abuse in a variety of domestic and
institutional settings and will provide support on using goal attainment scaling to develop the tool for hospice
clinicians (Objective 2).
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My mentors and advisors will help me form a strong collaborative of leading researchers in EOL care, hospice,
dementia caregiving, workforce training, recruitment and retention, behavioral intervention development, and
RCT and pragmatic trial design so that | can achieve all of the learning objectives | outline above. Importantly,
they also have established numerous collaborations, including co-mentorship, co-authorship and co-
investigation on a variety of related projects among themselves, indicating how they work well together, though
each will contribute to my research development in distinct ways. Mentorship will be most intense during the
K99 phase of the award and will diminish during the RO0 phase. Some interaction with mentors and advisors is
maintained during the ROO portion of the award as light touchpoints to troubleshoot issues with study
implementation (for example, Dr. Bowles facilitating collaboration with VNSNY) and to provide feedback on an
eventual RO1 submission. | will meet with all mentors and advisors by teleconference quarterly during the K99
phase and with all mentors semi-annually during the ROO phase.

Training Activities for K99. In addition to the didactic experiences and meetings described here, mentorship
activities and competencies are outlined in the previous section and presented in Tables 1 and 2. Didactic
experiences include various types of exposures to material including shadowing clinicians, online coursework,
and in-person training and workshops. These experiences vary from half-day workshops to lengthier programs
over the course of several days or months.

Training Objective 1. Extend knowledge in core substantive areas: hospice, dementia caregiving, and
recruitment and retention (Mentors: Prigerson, Czaja, Brody, Bowles. Advisor: Ravenell). Didactic Experiences.
In the first year of the K99 phase, | will shadow clinicians including geriatrics physicians and hospice nurses
and social workers as they provide care to PwD to learn more about hospice care and dementia caregiving. In
order to gain experience working with hospice organizations, | will become a trainer in Dr. Brody’s R33 multi-
site grant to provide education to hospice clinicians (letter: Brody). Meetings. In years 1-2 of the K99, | will
attend WCM and VNSNY grand rounds and team meetings monthly to deepen my understanding of issues
related to geriatrics, EOL, and hospice care; dementia caregiving; and how hospice organizations run. | will
also attend weekly meetings at the Center for Research on End-of-Life Care to be actively involved in ongoing
EOL care research projects at the center.

Training Objective 2. Develop, implement, and disseminate behavioral interventions (Mentors: Prigerson,
Czaja, Brody, Bowles. Advisors: Pillemer, Lachs). Didactic Experiences. In the first year of the K99, | will apply
to attend the NIH Training Institute on Dissemination and Implementation Research to learn about
disseminating research findings to clinical practice and community partners. This is a 4-month online and 2-day
in-person training on putting evidence-based strategies into clinical practice. If | am not accepted, | will attend
the Cornell Translational Research Summer Institute, a 2.5-day training on translating research findings into
practice. To learn about designing behavioral interventions, | will attend the Johns Hopkins Center for
Innovative Care in Aging: Behavioral Interventions. This is an online or one-day face-to-face session on
developing, evaluating, and implementing behavioral interventions. Meetings. In the second year of the K99 |
will attend AcademyHealth: Science of Dissemination and Implementation in Health Conference. This is a 3-
day conference designed to help researchers and practitioners bridge the gap between research, practice, and
policy in health and health care.

Training Objective 3. Design and conduct clinical trials: RCT and pragmatic trials (Mentors: Prigerson, Czaja,
Brody, Bowles). Didactic Experiences. In preparation for leading an RCT in the RO0 phase and a pragmatic
trial and in the RO1 stemming from the K99/R00 award, in year 2 of the K99 | will apply to participate in the NIH
Summer Institute on Randomized Behavioral Clinical Trials, a two-week program on planning, design, and
execution of RCTs involving behavioral interventions. If | am not selected to attend this course, | will complete
two courses at WCM: 1) Clinical Trials Design and Analysis, which provides a comprehensive overview of
designing, conducting, and analyzing clinical trials; and 2) Clinical Trials: Trial Designs, Correlative Sciences,
Ethical Considerations, Regulatory Oversight. Both are one-day workshops offered each Fall by the Clinical &
Translational Science Center at WCM. | will also complete WCM'’s 4-week Protocol Writing Workshop, also
offered each Fall. Finally, | will complete the NIH Pragmatic and Group-Randomized Trials in Public Health and
Medicine, a 7-part online course on designing and analyzing pragmatic and group-randomized trials with
videos, slide decks, suggested reading materials and guided activities.

Training Objective 4. Professional development: grant writing and collaboration (Mentors: Prigerson, Czaja,
Brody, Bowles. Advisor: Pillemer). Didactic Experiences. During the second year of my K99 | will increase my
focus on professional development and grant writing through various initiatives through WCM. | will retake
WCM'’s Responsible Conduct of Research course, a semester-long, online and in-person (11 contact hours)
course. | will also complete the WCM Planning and Writing Successful Grant Proposals, a day-long workshop
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offered regularly to teach fundamentals of proposal writing and provide tips and strategies for writing grant
proposals. | will apply for the WCM Leadership in Academic Medicine Program, a year-long series of monthly
workshops to promote career planning, self-management, and leadership skills. Meetings. In years 1-2 of the
K99, I will attend monthly work in progress sessions at the NIA-funded Roybal Center Translational Research
Institute on Pain in Later Life. | will present my work to this group twice a year. | will also disseminate my
research findings at national conferences throughout the duration of the K99/R00 award, including:
Gerontological Society of American Scientific Meeting (years 1-5), American Association of Hospice and
Palliative Medicine Annual Conference (years 3-5), and the American Sociological Association Annual Meeting
(years 2 & 4).

Table 2. Training Objectives, Meetings, and Activities for K99 Award

Training Year/Semestera
Objective Mentorship and Advisor Year1l Year2
(Aims) Meetings (Frequency) Training Activities (Time) 123123
1. Increase ¢ Dr. Prigerson (weekly) Didactic Experiences

knowledge in
core
substantive
areas

(Aims 1-4)

2. Develop,
implement,
and
disseminate
behavioral
interventions
(Aim 2)

3. Design and
conduct RCT
and
pragmatic
trials

(Aims 3-4)

q,
Professional
development
(Aims 1-4)

Dr. Czaja (monthly)

Dr. Brody and Dr. Bowles
(quarterly)

Dr. Ravenell (quarterly)
(recruitment and
retention)

Dr. Prigerson (weekly)
Dr. Czaja (monthly)

Dr. Brody and Dr. Bowles
(quarterly)

Dr. Pillemer (quarterly)
(translational research,
community partner
collaboration)

Dr. Lachs (quarterly)
(goal attainment scaling)
Dr. Prigerson (weekly)
Dr. Czaja (monthly)

Dr. Brody and Dr. Bowles
(quarterly)

Dr. Prigerson (weekly)
Dr. Czaja (monthly)

Dr. Brody and Dr. Bowles
(quarterly)

Dr. Pillemer (quarterly)
(career development,
grant proposals)

a. Semester |=Spring, 2=Summer, 3=Fall

* Shadow geriatrics and palliative care physicians, hospice
clinicians (10 days)

* Complete Hospice Champion Training with Dr. Brody (2
days)

Meetings

¢ Grand rounds and team meetings at WCM and VNSNY
(monthly)

* Center for Research on End of Life Care research meetings
(weekly)

Didactic Experiences

* Apply to NIH Training Institute on Dissemination and
Implementation Research (4 month online and 2 day in-
person) OR Bronfenbrenner Center for Translational
Research: Summer Institute (2.5 days)

* Johns Hopkins Center for Innovative Care in Aging:
Behavioral Interventions (online or 1 day)

Meetings

* Academy Health: Science of Dissemination and
Implementation in Health conference (3 day)

Didactic Experiences

* WCM Protocol Writing Workshop (4 weeks) X

e Apply to OBSSR NIH Summer Institute on Randomized
Behavioral Clinical Trials (2 weeks) OR WCM: Clinical Trials:
Trial Designs, Correlative Sciences, Ethical Considerations X X
and Regulatory Oversight and Clinical Trials Design and
Analysis (1 day each)

* NIH Pragmatic and Group-Randomized Trials in Public

X X

Health and Medicine (online) X

Didactic Experiences

* WCM Responsible Conduct of Research (4 months) X

* WCM Planning & Writing Successful Grant Proposals (1 X
day)

* Apply to WCM Leadership in Academic Medicine Program X X x
(1 year)

Meetings

¢ Translational Research Institute on Pain in Later Life Works X X X X

in Progress (monthly)

¢ Gerontological Society of America, American Association of
Hospice and Palliative Medicine, American Sociological X X X X X X
Association conferences (annual)



Contact PD/PI: Luth, Elizabeth

Specific Aims

A growing number of older adults with Alzheimer’s Disease and related dementias will die at home with
hospice care.®'" Patients with primary or comorbid dementia comprise 50% of hospice recipients'? and are
more likely than patients with other diseases to experience suboptimal outcomes at end of life (EOL)'3'° (e.g.
under-assessment and -treatment of symptoms, 3.5 increased family caregiver (FCG) burden,'® higher rates of
hospice disenrollment'”-'8). African American patients with dementia (PwD) are at elevated risk for poor
hospice outcomes, such as 2% times greater risk of hospitalization. Most prior work on EOL care focuses on
hospice care for cancer patients and white PwD in nursing homes.'®-22 Providing home hospice clinicians with
the training and tools they need to address dementia-related issues could help improve symptom
management, reduce FCG burden, and decrease hospice disenrollment.?32” Training in dementia care for
home hospice clinicians and culturally inclusive, flexible tools to help them to identify and address the needs of
PwD and FCG, particularly African American persons, are urgently needed as this population grows.

My overarching research interests are in developing practical, scalable solutions for improving care and
support for home hospice PwD and their FCG while attending to and reducing sociodemographic disparities in
outcomes. | seek NIA K99/R00 award funding to acquire the necessary training and skills to become an
independent investigator, including: gaining deeper knowledge of hospice care for PwD; learning evidence-
based techniques for intervention development, including learning from African Americans about how to
incorporate their views into intervention development; and designing and conducting randomized controlled
trials (RCTs) and pragmatic trials. The goals of this study are to 1) assess challenges in caregiving for PwD at
EOL and 2) develop and pilot test a) a much-needed training program for home hospice clinicians to learn
strategies to address common and distressing challenges for FCG of PwD and b) a novel goal-assessment
tool capable of adapting to personalized needs of FCG. Following the NIA’s Stage Model,?® this study will
provide the basic science (Stage 0), development (Stage 1A) and preliminary testing (Stage 1B) to determine
the potential for both the training program and goal assessment tool.

Aim 1 (K99 Y1). To identify common challenges, strategies and gaps in care and support for
community-dwelling PwD near the EOL. Sub Aim 1. Identify commonalities and differences in
challenges, strategies, and gaps for African American and white FCG. Semi-structured interviews with
African American (n=20) and white (n=20) FCG and hospice clinicians (n=20) will identify challenges,
strategies, and gaps. A follow-up survey (n=80) of hospice clinicians will provide information on the frequency
with which these occur at a large urban hospice provider.

Aim 2 (K99 Y2). To adapt culturally inclusive, dementia-focused training materials and create a goal
assessment tool for home hospice clinicians to guide care and support for PwD and FCG. Sub Aim 2.
Incorporate perspectives of key stakeholders from diverse racial backgrounds. The training will tailor
existing materials on dementia caregiving to address the challenges and strategies specific to home hospice
care for dying PwD identified in the literature and supported by Aim 1. The tool will encompass a culturally
inclusive range of challenges, goals, and outcomes related to EOL dementia care as identified by diverse
stakeholders that will guide clinicians in tailoring care to the challenges individual FCG face.

Aim 3 (R00 Y1-Y2). To examine feasibility and acceptability of the training and tool and revise them
based on feedback. Hypotheses: >70% of home hospice clinicians will: 1) complete the training, 2) report the
training and tool are useful, 3) increase knowledge of dementia-related challenges and care strategies, and 4)
increase confidence in providing dementia-related care.

Aim 4 (R00 Y2-Y3). To conduct a pilot test to determine the preliminary efficacy of the training and tool.
Hypotheses (compared to usual care): Clinicians who complete the training and use the tool (intervention
group) will have greater knowledge of dementia-related challenges in EOL care and how to manage them
effectively. Those in the intervention group will report it helps them identify individual PwD and FCG challenges
and suggest appropriate management strategies. FCG of intervention group clinicians will report reduced FCG
burden. PwD of intervention group clinicians will experience lower rates of hospice disenrollment. Exploratory
analyses will examine African African-white disparities in FCG burden and PwD disenroliment.

The long-term goal of this research is to reduce FCG burden and improve care for PwD. The project develops
and tests a culturally inclusive, clinically useful training and tool for home hospice clinicians to identify and
suggest appropriate strategies for challenges FCG face providing care to PwD at the EOL. This training and
tool will set the stage for a sustained line of research to enhance home hospice care for PwD and FCG,
including a subsequent R01 application for a fully powered RCT to test more rigorously the efficacy of the
training and tool to improve hospice care for PwD and to address disparities in care.
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A. Significance

A.1 The number of patients with dementia (PwD) in home hospice is growing. The number of adults age
65+ in the United States with Alzheimer’s Disease and related dementias (dementia) is expected to reach 13.8
million by 2050.2° African American adults are twice as likely to be diagnosed with dementia as non-Hispanic
whites."" Increasingly, PwD die at home and with hospice care.® Up to 40% of PwD die at home® and nearly
half receive hospice care.® Up to 50% of hospice patients have a primary or comorbid dementia diagnosis.'?
There is an urgent need to provide high-quality home hospice care and support to the growing proportion of
PwD and their family caregivers, particularly African American persons, who are at increased risk for dementia.

A.2 PwD and their family caregivers (FCG) experience suboptimal EOL and hospice outcomes. While
hospice can promote better quality of life for dying individuals,* it often fails to meet the unique needs of PwD
and FCG. Over half of PwD experience pain at EOL,'3" but are less likely than patients with no dementia to be
prescribed palliative medication.™ African American patients are 60-70% as likely as whites to receive pain
medication in the last week of life.’> PwD'%'"'® and persons from underrepresented racial groups'® are more
likely undergo burdensome transitions out of hospice. In my pilot study, African American PwD were more
likely than whites to be disenrolled from hospice. Family caregiving for PwD is also particularly burdensome. It
requires more hours of care and additional responsibilities such as performing basic medical tasks, health care
decision-making, and advocating for PwD.32-** Although African American FCG of PwD report more positive
appraisals of caregiving,®¢ caregiving may be particularly burdensome for African American FCG who
experience discrimination in health care encounters.?” Aim 1 addresses the urgent need to understand why
PwD, particularly African American persons, experience suboptimal outcomes at EOL and in home hospice.

A.3 Community-dwelling PwD and FCG may have unique needs at the EOL. Both community-dwelling
PwD and FCG have significant needs at early and middle stages of dementia.343-44 Cognitive impairment in
PwD can make communication and pain assessment difficult.*> Poor pain management can be exacerbated for
African American patients who may also experience clinician underestimation of pain symptoms*¢ or
misconceptions that they have a higher pain tolerance.*” Lack of illness understanding, more common among
African Americans,* is linked to requesting and receiving non-beneficial EOL care.***® Not understanding
dementia progression is a barrier to receiving effective EOL care in PwD%' and may cause FCG to request
non-beneficial care resulting in hospitalization. Neuropsychiatric symptoms of dementia, present in half of
hospice-eligible PwD,5? contribute to PwD hospitalization and FCG stress.?*%3-%8 Although prior research
rigorously addresses the needs of community-dwelling PwD and FCG at earlier stages of dementia®®-®3 and
EOL for PwD in nursing homes,?2%45% there is a gap in knowledge about the needs of community-dwelling PwD
and FCG near the EOL, particularly those from underrepresented groups. Aim 1 will identify the most common
and distressing challenges faced by African American and white FCG of community-dwelling PwD near EOL.

A.4 Goal attainment scaling is a feasible approach to addressing the lack of interventions to support
racially diverse home hospice PwD and their FCG. There is robust prior research that outcomes for PwD
(e.g. behavioral disturbances®) and their FCG (e.g. perceived burden%°) can be improved. However, few
successful interventions have been developed for or tested in home hospice settings® and none focus on the
challenges African American families face. Home hospice nurses, social workers, and chaplains (clinicians) are
well-positioned to help identify common and distressing challenges faced by PwD and FCG and offer
strategies to address these challenges.?* However, they lack specific training and tools to do s0.2*?” Goall
attainment scaling (GAS) offers a feasible, reliable, valid, and responsive, and easy-to-use outcome measure
for frail PwD.%”"" GAS tools are flexible and can be completed by FCG, and/or clinicians.” The content of
goals and outcomes can be tailored to the individual vary.”® As such, GAS tools can be individually tailored to
respond to the heterogeneous circumstances related to EOL dementia caregiving. Although it has not been
tested in hospice settings or with underrepresented racial groups, GAS’s appropriateness for frail PwD and its
flexibility give it the potential to respond to differing needs of persons from diverse backgrounds and with
different beliefs. Aims 2-4 propose to develop, refine, and pilot test a training and GAS tool for hospice
clinicians to identify and recommend strategies for common and distressing challenges for PwD and FCG.

This project addresses the need for clinically relevant, culturally inclusive training and tool for home hospice
clinicians to detect and address common and distressing issues for the growing number of PwD and FCG.

B. Innovation

The proposed project is innovative in the following ways. First, while there is a substantial body of research
about the experience of PwD in nursing homes'®-2"6 this project will fill a gap in knowledge about an
understudied, but growing population: community-dwelling home hospice PwD and FCG (Aim 1).
Second, the project identifies and will address the needs of African American individuals, whose
experiences are underrepresented in existing research (Aims 1-4). Third, this is the first project to apply goal
attainment scaling to a new setting (hospice care) and incorporates new populations (underrepresented
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racial groups). Goal attainment scaling has been successfully applied in other clinical settings,67,69-71 but has
not yet been tested in hospice care or for its cross-cultural applicability. Finally, the project develops and tests
a new clinically relevant, user-friendly, culturally inclusive training and tool that supports hospice
clinicians in identifying and addressing the individual needs of PwD and FCG (Aims 2-4).

C. Approach

C.1 Overview. This study has two overall goals. First, it will identify and quantify the challenges FCG and
home hospice providers face when caring for PwD. Second, it will develop and pilot test training materials and
a goal assessment tool for home hospice clinicians. The training and tool will support clinicians to address
common and distressing dementia-related caregiving challenges for African American and white FCG of PwD.
As explained in Sections C3-CB6, this study follows Stages 0, 1A and 1B of the NIA Stage Model of Behavioral

Intervention Development. 28 METHODS OUTCOMES
This study will use a mixed-methods design including qualitative  Interviews Domains
interviews, a quantitative survey, and intervention development Am L Surveys Z't‘f;':e:f::
and testing (Figure 2). To achieve Aim 1 (K99) we will conduct 2
interviews with African American and white FCG and hospice ¥ Modified -
and palliative care clinicians of PwD nearing EOL. We will ask Alm 2 Delphi Orat crainine
. . . Approach
about the most common and distressing challenges of dementia
caregiving at the EOL and strategies to address those Repeat Ix Revised
challenges. We will conduct a follow-up survey of home hospice terative Feasibility training &
clinicians to estimate the frequency with which challenges, gaps, AIm 3 edback Info to improve tool

training & tool Final training

& tool

and strategies exist in an urban hospice provider. For Aim 2
(K99) we will obtain multiple rounds of structured, key

ROO

stakeholder input from FCG, hospice clinicians, and Pilot test: Estimated
research/content experts. We will use this input to develop Aim 4 Tr:;’:,"g effectsizes © RU!
culturally inclusive training materials and a goal assessment tool Training & tool

for clinicians. The training and tool Will help home hospice Figure 2. Research Approach

clinicians identify and suggest tailored strategies to address common and distressing challenges for PwD and
FCG. For Aim 3 (R00), we will test the training and tool with African American and white FCG and hospice
clinicians to determine feasibility and acceptability. We will revise the training and tool based on feedback. For
Aim 4 (R00) we will conduct a pilot study to determine the preliminary efficacy of the training and tool in home
hospice clinicians and FCG of their PwD. Efficacy outcomes include: improving clinician knowledge and
confidence (primary outcome), reducing FCG burden, and decreasing PwD hospice disenrollment (secondary
outcomes). We will compare African American-white differences in outcomes for FCG and PwD.

C.2 Pilot Data and Team Expertise. My experience in EOL care, racial and ethnic disparities, and dementia
places me in a strong position to carry out this work. | have also assembled a robust and accomplished team of
mentors and collaborators with highly relevant, interdisciplinary expertise. My primary mentor, Dr. Prigerson, is
an established researcher in the areas of EOL care, racial and ethnic disparities, and intervention development
and implementation. | have assembled a team of co-mentors and advisors with multidisciplinary expertise in
the areas | have identified for development. These areas include: knowledge of hospice care (Prigerson,
Brody, Bowles), dementia caregiving (Czaja, Brody), and recruitment and retention in African American
communities (Czaja, Brody, Ravenell); behavioral intervention development and dissemination (Prigerson,
Czaja), particularly in the areas of workforce training (Brody, Bowles, Pillemer), translational research and
community partner collaboration (Pillemer), and goal attainment scaling (Lachs); and developing and running
RCTs and pragmatic trials (Prigerson, Czaja, Brody, Bowles) (see Figure 1 and Table 1).

C.3 Aim 1 (K99 Y1). Identify challenges, strategies, and gaps in care and support for PwD and FCG.
Procedure. An expansive literature documents how PwD die in nursing home settings and how to support
community-dwelling PwD and FCG in early and middle stages of dementia (e.g. CASCADE?22,6465 and
REACH?%-63 studies). Little research has focused on the care and support needs of community-dwelling PwD
and FCG nearing the EOL and their FCG. To fill this gap and consistent with Stage 0 of the NIA's model,28 we
will conduct semi-structured interviews with African American and white FCG and healthcare providers who
provide care to community-dwelling PwD near the EOL. Data collection of these interviews is already
underway due to an internal WCM grant on which | am the PI. Interviews will last 30-45 minutes. We will ask
participants to identify common and distressing challenges when caring for PwD, strategies they use to
address challenges, and gaps in care and support. We will ask about issues that are common in dementia
caregiving (e.g. understanding dementia progression, communicating with PwD, FCG burden) and allow
participants to identify additional challenges. We will ask participants to share their strategies for addressing
challenges and about their experiences with strategies prior research identifies as helpful. Sampling equal
numbers of African American and white FCG will allow us to compare similarities and differences in



challenges, strategies, and perceived gaps in dementia. We will then conduct an online survey of 80 clinicians
at a hospice provider to estimate how often challenges and strategies occur at that hospice.

Sample and Recruitment. Interviewing 40 FCG (20 African American, 20 white) and 20 healthcare providers
(geriatrics and hospice physicians, nurses, social workers, chaplains, etc.) will provide us with sufficient data to
identify the most common and distressing challenges and strategies in dementia caregiving. We will also
identify similarities and differences between African American and white FCG. If we do not reach thematic
saturation with 40 FCG, we will continue interviewing FCG until we do. We will recruit FCG from two Weill
Cornell Medicine-NewYork Presbyterian (WCM-NYP) outpatient settings that provide care to 1,500 community-
dwelling PwD from diverse backgrounds each year. We will also recruit FCG with the help of CaringKind, our
community partner with 30 years of experience engaging with thousands of African American and white FCG
of PwD. We will screen FCG to ensure they are caring for PwD nearing the EOL. We will recruit provider
interview participants from WCM-NYP divisions of Geriatrics and Palliative Medicine and General Internal
Medicine and Visiting Nurse Service of New York (VNSNY) home hospice. For the survey, we will recruit
hospice clinicians from VNSNY home hospice. A target of 80 survey respondents is expected based on
previous experience in this population. See letters: WCM-NYP, CaringKind, VNSNY.

Outcomes. We expect FCG and providers will identify dementia-related issues they encounter providing care
to community-dwelling PwD nearing the EOL. We expect African American and white FCG will identify both
overlapping and different issues. Aim 1 will give us the domains and initial content to guide material selection
for the training and content development for the tool.

C.4. Aim 2 (K99 Y2). Adapt training materials and develop a tool for home hospice clinicians.

Procedure. Hospice clinicians are important in ensuring PwD and FCG receive caring and supportive attention
at EOL. However, hospice clinicians rarely receive training in how to address the unique situations and needs
that arise in dementia caregiving at EOL.23-27 Moreover, hospice clinicians do not have tools to support patients
and FCG with dementia-specific needs.23-25 To fill this gap and consistent with Stage 1A of the NIA model,28 we
will develop a clinician training to enhance knowledge and practical tool to support their clinical practice to
address PwD's and FCG's dementia-related needs at EOL.

Training content will be Table 3. Sample Training Components

based on literature34,38-40 Cultural Inclusivity

and the challenges and
strategies identified in Aim

1. Table 3 pI‘OVideS a draft Implicit Bias Recognizing and addressing implicit bias Stereotype replacement, taking perspective
_SChema for the tr_almng! Dementia at EOL What happens as dementia progresses Talking points for FCG conversations
Includlng dementia-related Arranging/Managing care for PwD at EOL Items to ask about for treatment goals
domalns, tOp|CS Wlthln eaCh Communicating  End-stage: developing a care plan for FCG Questions for understanding PwD preferences
domaln, and example with PwD Less advanced: finding out what PwD wants  Tips for interacting with PwD

Strategies. Cultural FCT stressors for Anticipatory grief, emotional ambivalence Referrals, information about resources &
inClusiVity W||| be a theme d tia at EOL about impending death, PwD & FCG safety support services for FCG of PwD (customized
that iS incorporated and ementia a Resources for FCG of PwD to location of care)

repeated across all sections of the training. To limit participant burden, we will provide training sessions as in-
service modules. Training will be modeled on a training program that increased healthcare workers'
knowledge, improved communication, and altered clinical practice.72-74 We will use evidence-based techniques
for increasing healthcare workers' knowledge and changing practice behaviors, including: repetitive exposure
to information, case studies, and interactive activities.75

We will base the tool on goal-attainment scaling (GAS), a feasible, reliable, valid, and responsive outcome
measure for frail older PwD.67-70 GAS can respond with flexibility to the heterogeneous nature of dementia
caregiving at EOL including stage/severity of dementia, primary/comorbid diagnoses, availability/nature of FCG
support, PwD ability to communicate, disease progression, and sociocultural contexts. FCG may experience
some or all of these, with varying degrees of distress. GAS's flexibility gives it the potential to respond to
differing needs of persons from diverse backgrounds and with different beliefs. Clinicians will help FCG to
identify goals to address the dementia care-related issues that are most distressing for them and then set
expected and plausible outcomes that are better or worse. The goals will complement and can be incorporated
into standard hospice care planning. The tool will be structured around domains of dementia caregiving at EOL
identified in the literature and in Aim 1. Table 4 provides sample goals and outcomes for the domain “FCG
stressors.” To limit burden on clinicians and FCG, we will develop a pre-determined menu of goals with
expected, better, and worse outcomes.70 If they prefer, FCG will be able to create goals and outcomes.

We will seek feedback from FCG and clinicians and collaborate with CaringKind to develop the training and
tool content for hospice clinicians (see letter). To develop the training modules and tool content, we will use a



Table 4. Sample goals and outcomes modified Delphi approach,76 soliciting
multiple rounds of structured feedback

Goal: FCG uses support system to make time for self. from a team Of key Stakeholders_

2 1 0 +1 +2 Stakeholders include hospice clinicians,
Worst outcome ~ Worse outcome  Expected outcome  Better outcome  Best outcome  African American and white FCG, and
Action 1: Make referral to respite care. Place initial call on behalf of FCG. content/research eXpertS). We will
Respite care not Respite care 1- Respite care weekly Respite care 3x/  Respite care circulate feedback among stakeholders
initiated 2x/ month week daily until consensus is reached.77 Participants
Action 2: Church contacted for support will be asked to comment on the Clarity
No church Church support  Church support Church support  Church and relevance of training and tool
support I-2x/ month weekly 3x/ week support daily  questions and the feasibility of suggested

strategies. Participants will be asked to return the feedback within 4 weeks. We will review and compile
responses and return to key informants for additional feedback, which we will gather in a 30-60 minute follow-
up telephone, video-conferenced, or in person interview within the following 2 weeks.

Sample Size and Recruitment. We will recruit 15-20 key stakeholders (target: 5 hospice clinicians, 5 African
American FCG, 5 white FCG, 5 content/research experts) from the interview and survey samples. Members of
the research team and collaborators will serve as content/research experts. If interview and survey participants
are not want to assist with training and tool development, we will engage with hospice and community partners
to assist with recruitment. Based on our previous experience with this approach,’8 20 participants are enough
to ensure sufficiently comprehensive feedback from multiple perspectives. See letters: CaringKind, VNSNY.

Outcomes. This aim will provide us with two products to examine feasibility and acceptability in Aim 3: 1)
Dementia-enhanced training for home hospice clinicians; 2) GAS-based tool for hospice clinicians and FCG to
set goals and outcomes for dementia-related care and support needs at the EOL.

C.5. Aim 3 (ROO Y1). Examine feasibility and acceptability of the training and tool and finalize them.
Procedure. We will use a two-stage, iterative approach to determine the feasibility and acceptability of the
training and tool and obtain feedback for improving them (NIA Model Stage 1B28). During each of the two
stages of testing, we will present the training or tool to clinicians and FCG in interactive sessions. We will
present the training to clinicians and ask for feedback as we progress through the training. We will then
conduct a debriefing exercise to clarify feedback received during the training. We will obtain participants'
perceptions on feasibility of the training including utility of the individual modules and training appropriateness
and fit within organizational culture. We will evaluate the tool using a “think aloud” strategy with FCG and
hospice clinicians.79 After each think aloud exercise, participants will complete a 15-20 minute qualitative
interview to confirm and clarify findings from the exercise.79 Participants will assess the tool's feasibility,
including cultural inclusiveness, usability, and perceived utility. At the end of each stage, we will modify the
training and tool based on results from the interactive sessions, resulting in a revised (after stage 1) and final
(after stage 2) training and tool (see Figure 2). We will create manuals for each and digitize the final tool using
CREATE protocols for user-centered design and usability.80

Sample Size and Recruitment. We will test feasibility and acceptability and revise the training and tool with a
total of 50 clinicians and FCG. We will pilot test the training with two groups of 10 hospice clinicians (n=20). We
will pilot test the tool with two groups of 15 (5 hospice clinicians, 5 African American FCG, 5 white FCG) (total
n=30). Given that 10-30 participants are adequate for this type of study81,82 sample sizes of 20 and 30 are
expected to be sufficient to ensure sufficiently comprehensive feedback from multiple perspectives. See letter:
VNSNY confirming support in recruiting clinicians and FCG.

Outcomes. Aim 3 will result in a final training and digitized tool for preliminary efficacy testing in Aim 4. The
training and tool will be culturally inclusive and practical for incorporation into hospice care delivery.

C.6 Aim 4 (R0O0 Y2-Y3). Conduct pilot test to determine the preliminary efficacy of training and tool.

Procedure. We will compare the training and tool (intervention) and usual care (control) to determine the
intervention's preliminary efficacy to 1) improve hospice clinicians' knowledge about dementia caregiving at
EOL, 2) reduce FCG burden, and 3) reduce PwD hospice disenroliment. We will conduct the pilot test with
VNSNY hospice clinicians, who are organized into geographic teams of 8-12 persons. We will combine
VNSNY's clinical teams into groups of approximately 20 clinicians. We will randomly assign one group of
clinicians to the intervention group and one to the control group (n=40, 20 in each group). We will deliver the
intervention to clinicians as in-service sessions during team meetings. Clinicians in the control group will
receive an in-service presentation on patterns of hospice use among PwD. We will assess clinicians'
knowledge about dementia caregiving at EOL before and after the in-service sessions. We will work with
clinicians and VNSNY research staff to identify and enroll 4 African American and white PwD with a FCG for
each clinician in the study (n=160, 80 in each group). We will focus on FCG of PwD who have been in home



hospice for more than 1 week, as these PwD are more likely to live for the duration of the study (4 weeks).
Clinicians in the intervention group will use the tool with FCG to set goals related to dementia care at baseline.
Clinicians will track progress towards those goals at up to three additional visits with the FCG (visits 2-4). We
will assess FCG burden prior to each of these 4 visits. Clinicians in the control group will not have access to
the training materials or tool and will deliver usual care. We will assess FCG burden among FCG of clinicians
in the control group up to 4 times, each time prior to a clinician visit. We will ask FCG of all clinicians in the
study to report PwD hospice discharge status 3 and 6 months after study enroliment. We will verify FCG
reports using electronic hospice records. A randomized controlled trial (RCT) is considered a rigorous design
for pilot testing preliminary efficacy of interventions.83 We will register this pilot RCT on ClinicalTrials.gov so
that other researchers may reproduce and extend our findings.

Sample Size and Recruitment. We will test the preliminary efficacy of the training and tool with 40 hospice
clinicians at VNSNY. We will group VNSNY's hospice teams into groups of relatively equal size (target n=20).
We will randomly assign each group into one of two conditions: intervention or control. To maximize
participation, we will deliver the training as in-service sessions during hospice team meetings. We will assess
baseline and follow-up measures for 160 FCG (80 African American, 80 white). See letter: VNSNY.

Outcomes. Aim 4 will give pilot data, including directionality and effect size estimates for a fully-powered RCT.

C.7 Measures. Table 5 contains a
list of proposed measures,

schedule, and participants. All Outcomes

measures in Table 5 will be Feasibility Utility, cultural inclusivity, usability (TBD) 3 Post C, FCG
assessed via seIf—report. We will Knowledge Dementia knowledge assessment scale (27)84 34 P/P,B, C, FCG
also Verify hospice discharge Communicating with PwD strategies (TBD) V2,v3,v4

status using electronic hospice FCG burden Zarit Caregiver Burden Inventory (12)85,86 14  BV2,V3V4 FCG
records. Wherever possib|e we Discharge status  FCG report of PwD status, verified in hospice record 4 3M, 6M FCG
will use validated or objective Covariates

measures.69,84-91‘ HOWGVGF, fOI' Age, gender, race, ethnicity, marital status, employment 1-4 B C, FCG
some outcomes, no validated i?;;’:“f;;g:ic status, education, income, religion, insurance coverage

measures exist. In these cases, Brief RCOPE (14)37 4 8 FcG
we will draw upon measures used Experience with  Perceived discrimination scale (17)38 1-4 B FCG
in the pub||shed literature,50,92-9%4 healthcare Perceived discrimination in healthcare encounters (1)92

deveiop measures based on Attitudes Black-White IAT;89,90 Attitudes towards blacks scale (20)% 3,4  Pre C
pub”shed recommendations, or Knowledge Terminal illness acceptance (1)50'33 4 B,V2,V3,v4 FCG
develop measures tailored to our Goal attainment  GAS Score69 91 4 B,V2,V3,v4 FCG

project and that may be validated TBD=to be developed. P/P=pre/post. B=baseline. V=visit. M=month. C=clinician. FCG=Familv caregiver.

in future studies. We will assess additional measures as well. Aim 1. Types of interview questions are
described in section C3 and Appendix 1. Appendix 2 contains draft survey questions and format. Final content
will be based on interviews. Aim 3. We will assess the most and least helpful aspects of the training and tool.
Success of training will be assessed by 70% or greater endorsement of each feasibility measure. Aim 4. We
will assess usability of tool in real-world hospice settings using Dr. Czaja's CREATE usability protocols.80

C.8 Data Analysis. Qualitative analysis. For qualitative methods, we believe sample sizes will be sufficient to
obtain thematic saturation. If necessary, we will continue to collect data at all stages until thematic saturation is
achieved. Data coding and analysis will be informed by a responsive interviewing model in which blocks of
information are combined based on the theme they represent.95 Trained raters will independently review the
transcripts and identify passages that include suggestions for inclusion and/or modifications to the intervention.
Raters will then organize these passages into categories reflecting single themes, discuss these themes, and
make revisions until consensus is reached regarding themes. Identified themes will inform modifications to the
intervention. Additionally: Aim 1. We will record and transcribe interviews and code transcriptions for themes.
Aim 2. Two members of study team will be present to take notes during stakeholder meetings. Notes and
written feedback from stakeholders will be incorporated into training and tool development. Aim 3. Two
members of study team will be present to take notes during training presentation and “think aloud” exercises.
Focus groups following training and interviews following “think aloud” sessions will be recorded, transcribed
and coded for themes. Data will be incorporated into revising and finalizing the training and tool.

Quantitative Analysis. We will calculate descriptive statistics to characterize the sample of participants in each
aim. Aims 3-4. We will calculate changes in participant outcomes by comparing individual responses to
questions at baseline and various points in time after exposure to the training and tool. Aim 4. To establish
preliminary efficacy, we use logistic regression analysis. The outcome variables are described in section C7
and include dichotomous measures of improvement in clinician knowledge, reduction in FCG stress, and
reduction in hospice disenrollment. The main predictor will be participation in the intervention vs. control
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