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Describe the integrative interventions for PROJECT | | ' l ‘| |

SW7R Roarr A\

e Heart Failure & Pain interference
e ADAPT Community Advisory Group

Describe the iterative interventions for PROJECT

UPHOLDS
« Heart Failure & Quality of Life



Clinical Trials

: Project
o Project ADAPT: O Froj ,
Addressing Pain UPHOLDS: An
Through A Optimization

Pilot to Optimize
An Early
Palliative Care
Intervention for
Advanced Heart
Failure

Navigator-Led
Palliative Care
Optimized for
Heart Failure



$:32:%° Pain and Heart Failure

tan e

23-85% reported pain prevalence in HF;
top 3 symptom reported

Complex pain etiologies & heterogeneous




ADAPT HF Study
Innovation

e Formative Evaluation
Optimization Pilot Design

« Community-based lay navigator
coaches to deliver the
intervention

* Iterative, community-based
intervention development

* Exploring maintenance of effect
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ADAPT HF Study Team

Dr. Shena Dr. Rachel Dr. Deborah Dr. Stephen
Gazaway, Pl Wells, Pl Ejem, Co-l Clarkson, Co-l

Kayleigh Curry, Margaret Armstrong, Dr. Raegan Dr. Marie

Project Manager Analyst Durant. Co-| Bakitas, Co-I
/ \/\6




ADAPT HF Conceptual Model



Proposed ADAPT HF
Components

24 factorial pilot



Inclusion Criteria

Age > 18

African American

NYH Classification of Heart Failure
English Speaking

Willing to participate

Inclusion/Exclusion Criteria

1.
2.
3.
4.
5.
6.
7.
8.
9.

Exclusion Criteria

Age < 18

Not African American

Ineligible HF classification
Self-reported severe mental illness
Dementia

Active Suicidal Ideation

Active substance abuse
Uncorrected hearing loss

Unable to respond in English

. Non-cardiac terminal illness
. Previous PC consultation

. Clinician decline

. Other




ADAPT HF Outcomes

« PROMIS Pain Interference (primary)

« PROMIS Pain Intensity

« Edmonton Symptom Assessment Scale

o Kansas City Cardiomyopathy Questionnaire- short form (Quality
of life)

« Self-care of Heart Fallure Index

« Multidimensional Scale of Perceived Social Support

e Patient Activation Measure- short form

e Baseline & 12-weeks



CAG-refined
Recruitment
Process &
Materials
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Presenter Notes
Presentation Notes
Centers for Disease Control and Prevention “ the process of working collaboratively with and through groups of people affiliated by geographic proximity, special interest, or similar interest, or similar situations to address issues affecting the well-being of those people.”

Central aim – improve health by building trust, enlisting new resources and allies, creating better communication, and creating longstanding collaborations



CAG-refined Recruitment
Process & Materials

e Recruitment - May 2023 - January 2024

* In clinic
o Cooper Green Meet and Greet with Staff
e In Person

e Community — rural focus
 REGARDS Study Coordinators



Community Advisory
Group formation

» Final Composition
* 5 members
« 3 patients
« 2 Caregivers

* Meetings
 November 2023

* Introductions, Study Overview, CAG
Recruitment Flyer Review

* Phone Call
« Feedback Survey Instruments

e March 2024

* Introductions, Updates, Intervention Material
Feedback

e Fall 2024
« Updates, Intervention Material Feedback

Sending to you next week

*Tentative Intervention toolkit
+ When you review once you receive
* Take notes - be honest
* Make an appointment with Kayleigh
s Give us your feedback

*Surveys
» Please take these for fun, time yourself - don’t rush
= Give us feedback - length of time, ease of read and understanding when you talk with Kayleigh

*Share the opportunity to serve on board with others you know, who you think are a
great fit
« Share their names with Kayleigh or share Kayleigh's contact with them (take a flyer or 10 ©)




CAG-refined Recruitment Process &

Materials

5
The next series of questions ask about your use of the internet and access to
technology. These responses will help us understand how people with heart failure
access information and what types of devices you have available.

1%. Do you ever goa on-line to access the Internet or World Wide Web (www )?

[ Mo (GO TO Healthcare Resource Question 1 on next page (page &))
[ ves

If yes, how often do you access the

Internet through each of the following? Daily Sometimes Never
19a. Computer at home... = = =
189b. Computer at work. o o o
19c. Computer in a public place (e.g.,

library, community center, pther) = = =
19d. On a mobile device (e.g.. cell phone, o o o

smart phone, fablef)...

20. Please indicate if you have any of the following. {Select ALL that apply)
[0 Desktop or laptop computer
[0 Tablet computer (e.g., iPad, Samsung Galaxy, Motorola Xgom, or Kindle Fire)
[0 Smartphone (e.g., iPhone, Android, or Google phone)

[ Basic cell phone only
[ 1 do not have any of the above

Please continue fo next page




CAG-refined
Intervention Toolkit




CAG-refined Feedback

LDAPT HF toclkit CAG Review Form

Eenerzl 1. 51yl
Impression
2. Fhotos
3. Representation of relevant HF concerns
Layout 1. look and feel of the toolkit [materials inside — pens, highlight, post its, hele punch,

notepad]

2. Section dividers |do the divisions make sense)

Fallow If you were doing the program alone could you complete the activities with no help?
‘were thers sections that were hard to follow?
wigre thers any pages where the words or reading did not make sense that you want us
to review now because you marked them?

Appropriate | Do you think this toolkit as it will help someaone with pain and heart faillure? Why?

Resources | Aare there any resources [local, national, onling| that you have usad that you think we

should =dd?

3. order that the materizl is presented in

4. Do you like the cases that are presented based on real [ife stories?

5. Tell me your thoughts sbout the space for self-reflection throughout the toolkit, are
there enough, too, much, does hawing the notebook — give you the addifionsal space to
write that you want?




Community-Based Palliative Care Coaching with
Navigators



Table. 1 Study Timeline

v ember 2023-Nov
Year (D ecemEEII 023-November Extended

ez | QL Q2 Q3 Q4

121723 | 30124 | 61724 91124

30,23
11/30423) 129724 | 53124 | 871724 | 118124

IRB approval,
protocol/tracking system
development

Finalize ADAPT HF
infervention components
with Community
Advisory Group (CAG)
Funding supports
time/effort compensation
{Initial pre-award

support through ICAR
u Seed funding)
Hire research

coordinator
T ® o Funding supports salary
I m e I n e (Tnitial pre-award
support through JCAR
Sead Funding)
Hire & train lay
navigators
Funding supporis salary
(JCAR Seed Funding I+
3 months)
Quarterly CAG
meetings
Funding supports
materials and supplies
neaded for meetings
Rita & Alex Hillman
Foundation workshops,
updates, & reports
Recruitment/Enrollment
(32 patient participants)
Funding supports
participant incentives




What I1s Project UPHOLDS?



Presenter Notes
Presentation Notes




UPHOLDS Study Team

Dr. Shena Dr. Rachel Dr. Stephen
Gazaway, PI Wells, Pl Clarkson, Co-I
Kayleigh Curry, Margaret Armstrong, Alicia Cole

Project Data Analyst Coach
Managerlcoacf/ \_/_\
20



24 full factorial
optimization
trial design

Test feasibility, acceptability, and preliminary
efficacy of components of the UPHOLDS (Utilizing
Palliative Care for Heart Failure Optimized using
Lay Navigators to Decrease Suffering) intervention
for patients with advanced heart failure.

24 full factorial design testing feasibility and
acceptability of improving quality of life for heart
failure patients using these components: 1)
palliative care psychoeducation coaching (4 vs. 8
sessions); 2) financial coaching (yes vs. no); 3)
monthly follow-up (1 call vs. 4 calls) and 5)
outpatient palliative care clinic visit (yes vs no)



Inclusion Criteria

Age > 50

African American

NYH Classification of Heart Failure
English Speaking

Recent Hospitalization (6 months)
Willing to participate

Telephone access

Inclusion/Exclusion Criteria

LCoOoNoULhkWwWN =

Exclusion Criteria

Age < 50

Not African American

Ineligible HF classification

No recent hospitalization
Self-reported severe mental illness
Dementia

Active Suicidal Ideation

Active substance abuse
Uncorrected hearing loss

. Unable to respond in English
. Non-cardiac terminal illness
. Previous PC consultation

. Clinician decline




There are 4
main
components
to UPHOLDS

Basic psychoeducation — 4 sessions
Content:

1y
2)
3)

Coping with serious illness
Self-care principles and strategies
Symptom management principles and skills

4) Value elicitation

Advanced psychoeducation — 8 sessions
Content:

1y
2)
3)
4)
5)
6)

Same as above plus:

lliness/prognosis understanding

Managing advanced therapeutics

Principles of social support effectiveness theory
Serious illness conversations

Basics of healthcare decision making



There are 4
main
components
to UPHOLDS

Content:

1) Normalizing financial distress

2) Strategies to address financial strain

3) Review resources within the community

Obijectives:
1) Connect/build rapport with specialty palliative

care team
2) Proactively address symptoms/areas of suffering
identified during coaching sessions



One Monthly Follow-up Call vs. 4 Monthly Follow-Up

Calls
There are 4 1) Ask about how last month has been and new challenges in living with
- advanced heart failure
main 2) Reinforce prior session content
com p onents 3) Follow up on prior action plans and provide action support

to UPHOLDS




24 factorial
trial design

Agqua Yes 4 sessions Y 1 call n=4
Blue Yes 4 sessions Y 4 calls n=4
Coral Yes 4 sessions N 1 call n=4
Denim Yes 4 sessions \ 4 calls n=4
Emerald Yes 8 sessions Y 1 call n=4
Fuchsia Yes 8 sessions Y 4 calls n=4
Gold Yes 8 sessions N\ 1 call n=4
Harlequin Yes 8 sessions N 4 calls n=4
Indigo No 4 sessions Y 1 call n=4
Jade \[o] 4 sessions Y 4 calls n=4
Khaki No 4 sessions \ 1 call n=4
Lime No 4 sessions \ 4 calls n=4
Maroon No 8 sessions Y 1 call n=4
Navy No 8 sessions Y 4 calls n=4
Orange No 8 sessions \ 1 call n=4
Pink No 8 sessions N 4 calls n=4


Presenter Notes
Presentation Notes




There are 16
different
UPHOLDS
“packages”




The
UPHOLDS
Toolkit




Feasibility (intervention component & X
measure completion rate)
Acceptability (interviews) X
*Quality of life (Kansas City Cardiomyopathy
. . X X X
Questionnaire-12)
Mood (Hospital Anxiety and Depression Scale) X X X
Financial Distress (Comprehensive score for
. ) o X X X
financial toxicity)
M easures Self-management (Self-care of Heart Failure ¥ ¥ ¥
Index)
Symptom burden (Edmonton Symptom
X X X
Assessment Scale)
Self-efficacy (PROMIS General Self-efficacy
X X X
measure- Short Form)
Financial Well-Being Scale X X X

Measures to be collected at baseline, 12 weeks, and 24
weeks. Acceptabllity interviews are conducted at 24 weeks.



Palliative
care coaches
recelve

as
UPHOLDS
Coaches

50-60 hours of structured didactic and
skills training curriculum

Enhanced preparation areas: lay
navigation, coaching and action planning,
motivational interviewing, heart failure
and palliative care fundamentals

Simulated practice with debrief

Ongoing weekly oversight by palliative
care and heart failure clinicians



Questions & answers
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