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Abstract

Background: Alzheimer’s disease and related dementias (ADRDs) are increasingly common progressive conditions that have a
substantial impact on individuals and their primary care-partners—together described as a dyad. The stressors experienced by
dyad members at around the time of ADRD diagnosis commonly produce clinically elevated emotiona distress (i.e., depression
and anxiety symptoms) which can become chronic and negatively impact health, relationships, and overall quality of life. Dyads
commonly report unmet needs for early support to address these challenges early after diagnosis.

Objective: This study is part of a larger study that has the primary objective to develop, adapt, and establish the feasibility of
Resilient Together for Dementia (RT-ADRD), a novel dyadic skills-based intervention aimed at preventing chronic emotional
distress early after diagnosis. The present study protocol describes an open pilot of the RT-ADRD intervention. This study will
allow the study team to gather feedback on intervention components, administration of study measures, issues within general
protocol, and perceptions about live video interventions prior to alarger feasibility trial.

Methods: All study procedures will be conducted virtually (via phone and healthcare-system supported videoconferencing) to
optimize accessibility, inclusion, and representativeness. Eligible dyads will include couples (up to N=10) referred from Mount
Sinal Hospital (MSH) clinics within 3 months of ADRD diagnosis. Dyads will be referred by their diagnosing clinicians (e.g.,
neurologists, geriatricians, neuropsychologists) and screened for eligibility. Eligible dyads will have at least one member who
exhibits clinicaly elevated emotional distress and will demonstrate capacity to consent to research participation on a
standardized assessment. Consenting dyads will complete baseline assessments of emotional distress, quality of life, relationship
functioning, and resiliency skills. Dyads will then participate in six weekly RT-ADRD sessions together (30-60 minutes each).

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]
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After the conclusion of the intervention, dyad members will complete post-test assessments with similar measures as the pre-test.
Finally, dyads will participate together in a single 60-minute exit interview to gather information on intervention content and
procedures to refine the intervention before a pilot feasibility trial.

Results: This study has been approved by the MSH Ingtitutional Review Board and is registered on Clinical Trials.gov
(NCT06421545). We anticipate that the study will be completed by late 2024.

Conclusions: We will use results from the present study to administer changes and develop procedures for a pilot feasibility trial
of RT-ADRD relative to a minimally enhanced control condition. Our study will allow us to gather comprehensive information
on proposed RT-ADRD procedures and content and the best ways of delivering prevention-focused interventions to reduce the
potential for chronic emotional distress stemming from ADRDs. Clinical Trial: NCT06421545

(IMIR Preprints 17/05/2024:60382)
DOI: https://doi.org/10.2196/preprints.60382
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ABSTRACT (419/ 450)

Background: Alzheimer’s disease and related dementias (ADRDs) are increasingly common
progressive conditions that have a substantial impact on individuals and their primary care-partners
—together described as a dyad. The stressors experienced by dyad members at around the time of
ADRD diagnosis commonly produce clinically elevated emotional distress (i.e., depression and
anxiety symptoms) which can become chronic and negatively impact health, relationships, and
overall quality of life. Dyads commonly report unmet needs for early support to address these
challenges early after diagnosis.

Objective: This study is part of a larger study that has the primary objective to develop, adapt, and
establish the feasibility of Resilient Together for Dementia (RT-ADRD), a novel dyadic skills-based
intervention aimed at preventing chronic emotional distress early after diagnosis. The present study
protocol describes an open pilot of the RT-ADRD intervention. This study will allow the study team
to gather feedback on intervention components, administration of study measures, issues within
general protocol, and perceptions about live video interventions prior to a larger feasibility trial.
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Methods: All study procedures will be conducted virtually (via phone and healthcare-system
supported videoconferencing) to optimize accessibility, inclusion, and representativeness. Eligible
dyads will include couples (up to N=10) referred from Mount Sinai Hospital (MSH) clinics within 3
months of ADRD diagnosis. Dyads will be referred by their diagnosing clinicians (e.g., neurologists,
geriatricians, neuropsychologists) and screened for eligibility. Eligible dyads will have at least one
member who exhibits clinically elevated emotional distress and will demonstrate capacity to consent
to research participation on a standardized assessment. Consenting dyads will complete baseline
assessments of emotional distress, quality of life, relationship functioning, and resiliency skills.
Dyads will then participate in six weekly RT-ADRD sessions together (30-60 minutes each). After
the conclusion of the intervention, dyad members will complete post-test assessments with similar
measures as the pre-test. Finally, dyads will participate together in a single 60-minute exit interview
to gather information on intervention content and procedures to refine the intervention before a pilot
feasibility trial.

Results: This study has been approved by the MSH Institutional Review Board and is registered on
ClinicalTrials.gov (NCT06421545). We anticipate that the study will be completed by late 2024.
Conclusion: We will use results from the present study to administer changes and develop
procedures for a pilot feasibility trial of RT-ADRD relative to a minimally enhanced control
condition. Our study will allow us to gather comprehensive information on proposed RT-ADRD
procedures and content and the best ways of delivering prevention-focused interventions to reduce
the potential for chronic emotional distress stemming from ADRDs.

Keywords: dementia; dyad; emotional distress; intervention; diagnosis; telehealth

INTRODUCTION
Background

Alzheimer’s disease and Alzheimer’s disease-related dementias (ADRDs) are conditions
characterized by progressive declines in memory, language, behavior, and personality and produce
early symptoms that include increased forgetfulness, communication challenges, and loss of
recognition of places, time, and routines [1]-[3]. These early symptoms tend to worsen over time and
undermine the independence, health, and well-being of persons living with ADRDs and their family
care-partners, many of whom are romantic or spousal partners [4]-[6] Because both individuals and
their partners (often referred to as “the second patient”) experience life disruptions stemming from
ADRDs symptoms that amplify stress, role changes, and relationship strain [6], [7]. Both individuals
and their romantic partners require early support [8]. This need is ever more pressing; by 2030, it is

expected that 75 million individuals will be living with ADRD worldwide [5].

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]
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In the time following the onset of ADRD symptoms and particularly after receiving a formal
diagnosis, many individuals (23-53%) and their care-partners (35-50%) experience clinically
elevated emotional distress (i.e., depression and anxiety symptoms) [9]-[13]. These elevated rates are
not surprising given the poor prognosis and lack of disease-modifying interventions for ADRDs,
limited resources to assist with early challenges, difficulties engaging in social support, and changes
to established roles and responsibilities (e.g., caretaking) [14]-[16]. Early emotional distress is an
important intervention target in dyads facing ADRDs for several reasons. First, distress is
interdependent (i.e., correlated and bidirectionally influenced) within dyads. Second, untreated
distress is likely to become chronic, and chronic emotional distress is difficult to treat and linked to
the deterioration of dyads’ physical and mental health, relationship quality, and quality of life [9],
[14], [17], [18]. Third, distress interferes with dyads’ ability to effectively communicate and cope
with early challenges linked to ADRDS, which can impact long-term adjustment [9], [14].

Early psychosocial interventions may help individuals with ADRDs and their care-partners
adjust to challenges and plan collaboratively for the future, which can alleviate distress and maintain
overall relationship quality and well-being [8]. Existing interventions for early or moderate-stage
ADRDs primarily target family care-partners, and several interventions demonstrate lasting
improvements in depression symptoms and quality of life [5]. Dyads commonly express strong
preferences to participate in interventions together, and dyadic interventions in the first few years of
ADRD diagnosis demonstrate promise in reducing dyads’ emotional distress as well as
neuropsychiatric symptoms expressed by the person living with ADRD [23]. Interventions have
historically ignored the “window of opportunity” to meaningfully include persons with ADRDs in
interventions shortly after diagnosis, limiting their potential to assist in collaborative treatment and
planning before symptoms progress [19], [24], [25]. Currently, there are no dyadic psychosocial
interventions that prioritize delivery in the first weeks and months after diagnosis to promote dyadic

adjustment to ADRDs [19], [20 [21],[22].

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]
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Dyadic interventions may be a more effective, efficient, and economical avenue for
promoting positive adjustment to ADRDs for individuals and their care-partners earlier in the course
of the illness [21], [26]. Our team has developed successful dyadic interventions to prevent distress
following medical adversity, including Recovering Together, a six-session dyadic resiliency
intervention that addresses emotional distress in patients and informal care-partners shortly after
neurointensive care unit admission for acute neurological conditions [36], [37]. Recovering Together
utilizes interpersonal theories of adjustment aimed towards preventing chronic stress and
transdiagnostic resiliency skills that we expect could also serve as mechanistic treatment targets for
other neurological conditions such as ADRDs [27]-[33]. We then leveraged the NIH Stage Model for
intervention development and in-depth interviews with ADRD clinician experts and dyads (Figure 1)

to inform the development of a similar intervention to address early challenges linked to ADRDs

[38], [39].
Figure 1: Iterative Development of RT-ADRD
Thematic analysis, Exit interviews, Exit inferviews,
correlations of constructs within-group analysis within-group analyds
i Development: Pilot feasibility { Efficacy RCT of "'
Mixed methods Open pilot of RCT of - RT-ADRDvs
study of dvads + RT-ADRED RT-ADRD vs. I minimally
dementia care - )| minimally M) enhanced control |
specialist focus enhanced : |
groups control I .
N=20 dyads UptaN=10 I :
W N=dfocs roups S \ dyads ! L N=30 dyads |/ W . N=30 dyads N
T ITIILEL
[ Stage 1A ] [- Stage 1B ] i StageIII(ROL)
B Studies 2.3 J
R.é&vise manual, procedures, eligibility criteria, assessments; op timize feasibility, acceptahbility, satisfaction.
Note: Funded project is outlined in bold {Studies 1-3). The subsequent projectis ouflined by a dashed line.
The Present Study

This study protocol is part of a larger 5-year study that aims to use the prior research,
methodology, program content, and procedures of the Recovering Together program as a basis for

developing the novel Resilient Together for Dementia (RT-ADRD). Our primary objective is to
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describe the protocol for the open pilot study of RT-ADRD that will inform a subsequent pilot
feasibility trial of the program relative to a control condition (NIH Stage Model Stage 1a). In this
study, we aim to gather comprehensive information from dyads regarding the feasibility of
assessment, feedback on the intervention components, applicability of study measures, and to

identify potential issues prior to the feasibility trial.

METHODS

Ethical Considerations

This open pilot study was approved by the Icahn School of Medicine at Mount Sinai
Independent Review Board (23-01360) and is registered on ClinicalTrials.gov (NCT06421545).
Participants will provide electronic consent to participate via the REDCap HIPPA compliant web-
based application using a hospital approved e-consent feature. Prospective participants will be given
ample time to review the contents of the consent form as well as speak with the study coordinator
who will provide detailed information about the study and answer any questions. The participants
will also be reminded that they may decline to participate and can discontinue participation at any
time. Participants will be given a copy of the consent form and will be invited to ask questions about
their participation at any point over the course of the study. The identity of the participants will not
be revealed in the presentation or publication of any results from this project. To protect
confidentiality, all data will be de-identified and only identifiable by subject codes. Participants will
be individually compensated US $80 for completion of the pre- and post-test assessments, for a total

of $160 per dyad at the end of the program.

Study Design

We will conduct an open pilot of RT-ADRD dyadic intervention involving dyads comprised
of 1) individuals with a recent ADRD diagnosis and 2) their spousal/romantic care partners, with a

target recruitment of up to N=10 dyads, or 20 total participants. This study is designed to gather data
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that can be used to revise the intervention before a larger pilot feasibility trial.

Inclusion and Exclusion Criteria

Eligible participants will be adult dyads who are partners that currently live together and are
willing to participate in the RT-ADRD intervention that are: (1) English speaking, (2) patient with
newly diagnosed (within 3 months) with an ADRD diagnosis after age 65 (determined by medical
chart review and/or provider referral), (3) patient with cognitive assessment scores and symptoms
consistent with early-stage ADRD, as determined by Clinical Dementia Rating scale scores of .5
(very mild) or 1.0 (mild dementia) and Montreal Cognitive Assessment (MoCA) scores of 17-25,
obtained via medical chart review (if patients do not have cognitive assessment scores available, we
will administer the MoCA to confirm eligibility), (4) either partner demonstrates clinically elevated
emotional distress, as determined by Hospital Anxiety and Depression Scale [40], subscale scores >8
or Geriatric Depression Scale [41], scores > 5, and (5) both partners demonstrate the ability to
understand study and research protocol, as determined by the University of California Brief
Assessment of Capacity to Consent (UBACC) [42], > 12. Individuals will not be eligible for the
study if: (1) either partner has a co-occurring terminal illness, and (2) patient was diagnosed with
forms of dementia with clinical profiles that would preclude participation (e.g., highly symptomatic

Frontotemporal Dementia- behavioral variant), as determined by the treatment team.

Study Procedures

Dyads will be recruited from the Mount Sinai Departments of Neurology, Geriatrics and
Palliative Medicine, and the hospital system’s broader dementia clinical care infrastructure. We will
circulate information via flyers, presentations, and word-of-mouth referrals, and dyads can be self-
referred or be referred by their treating dementia care providers. The study team will present the aims
to all staff at the clinics to explain the purpose of the study, potential benefits to participants, and

discuss best ways to facilitate referrals. The study team obtained a waiver of informed consent for the
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purpose of eligibility screening and will also review electronic medical records of patients treated in
relevant clinics to inform providers of potential eligibility prior to diagnostic disclosure visits. All
recruitment, screening, and consent procedures will be performed remotely via telephone, electronic
survey through REDCap, email, and over a live video using healthcare-system supported
videoconferencing.

Treating providers will obtain permission from the dyad to be contacted by the study team. If
self-referred, interested dyads will also have the option to respond to a brief survey via QR code or
URL to a secure Research Electronic Data Capture (REDCap) platform listed on the distributed
study flyers. The study team will contact interested participants via phone to schedule a telephone or
live video call with the study research assistant, who will describe the study to potential participants
and conduct screening for eligibility (including capacity to consent). If either dyad member is
deemed ineligible based on screening criteria, the study team will provide dyad with a
comprehensive list of resources containing local and national resources and document ineligibility in
REDCap. If eligible and interested in participating, individuals will complete consent procedures by
indicating verbal consent and documenting electronic consent a secure password-protected REDCap
platform.

After enrollment, participants will be sent a baseline survey via a secure REDCap link to
assess demographics, emotional distress, resiliency factors, and relationship functioning. Participants
can also complete assessments via healthcare-system supported videoconferencing with the help of a
trained research assistant. Once the dyad has completed the baseline survey, a member of the
research team will schedule the first of six RT-ADRD treatment sessions together led by a PhD-level
clinical psychologist with expertise in conducting dyadic interventions (SB). In advance of the
treatment session, the dyad will be sent copy of the treatment manual to review the skills that will be
taught during the six-week treatment program. Each session will be audio recorded for the purpose of

manual refinement. After completing treatment, dyad members will complete a similar set of surveys
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at post-test. Finally, they will participate in a single 60-minute exit interview together to gather
comprehensive feedback on the material to further refine the intervention. Each dyad member will be
compensated US $80 for completion of the pre- and post-test assessments, for a total of $160 per
dyad at the end of the program.

RT-ADRD Intervention Content

The RT-ADRD intervention will have six weekly live video treatment sessions lasting 30-60
minutes each delivered over healthcare-system supported videoconferencing; in-person and hybrid
session options will be available as well, according to dyad preference. The content and procedures
were developed by adapting the Recovering Together dyadic resiliency intervention for Neuro-ICU
admitted dyads [36], and then revised using feedback from interviews with dementia care specialists
[38], and from dyads interviewed after ADRD diagnosis [39]. Sessions for RT-ADRD contain
content and training in resiliency skills that are particularly relevant after ADRD diagnosis for
patients and their care-partners. RT-ADRD was designed to include individual and interpersonal
coping skills that are transdiagnostic (i.e., relevant across mental and physical health conditions) and
drawn from prominent evidence-based therapy approaches (e.g., mindfulness, Dialectical Behavior
Therapy, Cognitive Behavioral Therapy). The sessions emphasize ways of using skills to cope with
the common challenges experienced early after dementia diagnosis and focus on navigating
challenges as a dyadic unit Dyads will also receive links with downloadable recordings of exercises
for home practice of skills. The sessions are modular in nature, and dyads will choose six modules

from a selection of eight possible modules. The eight modules are presented in Table 1.

Table 1. Sessions outline for the RT-ADRD program

Sessions RT-ADRD Topics Content and Skills
Note: All sessions include home-practice of
skills
1 Being in the Here | Deep breathing, mindfulness, 24-hour block
and Now

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]
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2 Complex and | Dialectics, mindfulness meditation, open
Conflicting stress communication
Experiences

3 Current and Future | Distress spiral, hands as worries, acceptance
Challenges and change

4 Planning and Coping | Cope ahead, cultivating routines, coping as a
Ahead team

5 Difficult Topics Clarifying goals, effective communication,

relationship repair

6 Relationship Navigating support, defining roles
Changes

7 The Uncertain | Goal setting, coping plan
Future

8 Accepting Changes | Reflection for meaning making
and Making
Meaning

Assessments

After consent, both dyad members will independently complete a pre-test survey via a secure
REDCap link (~30 minutes each) sent by a research coordinator. If needed, participants will also
have the option of completing surveys with the assistance of a trained research coordinator via the
videoconferencing “Share Screen” tool. The survey will include validated measures to gather
information on hypothesized mechanisms of intervention, intervention targets, and treatment
moderators, consistent with the overall conceptual model (Figure 2). The primary intervention targets
(Table 2, secondary outcomes) are individuals’ emotional distress, relationship quality, and quality of
life, which were selected based on their interdependence within dyads and the link of emotional
distress to long-term mental and physical health outcomes and relationship functioning [9], [14],
[17], [18]. The hypothesized intervention mechanisms (Table 2; described further below) are
transdiagnostic resiliency skills that demonstrated links to the same intervention targets in studies of

prior dyadic interventions [36].
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Figure 2 RT-ADRD Conceptual Madel
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S S tQuality of
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TDyadic coping ) \for caregiving

Following completion of the treatment sessions, dyads will complete a similar post-test
survey in REDCap. Responses will be used to compare scores to population norms, examine
interrelations among constructs, and inform procedures and the tailoring of RT-ADRD. The primary
outcomes for this trial are feasibility and acceptability. In addition, we will use the 6-item Credibility
and Expectancy Questionnaire [43] to assess treatment credibility at baseline. We will also use the 3-
item Client Satisfaction Questionnaire [44] to assess satisfaction with RT-ADRD at post-test. We will
gather comprehensive qualitative feedback on these benchmarks and report detailed information on
study screening, enrollment, and intervention deliveries via healthcare-system supported
videoconferencing or in-person, to refine feasibility and acceptability benchmarks prior to further
testing. A description of study measures is provided below (Table 2).

Table 2. Assessment measures.

Primary Outcomes
Construct Description Bas | Pos
e t

Feasibility Procedures: suitability and practicality of RT-ADRD | X

and procedures; qualitative feedback from exit

interviews

X
Screening: proportion of dyads who screen eligible of
those who undergo screening

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]
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X
Recruitment and Consent: proportion of dyads who
are approached and agree to participate in the
intervention
X
Engagement: proportion of dyads who are enrolled
and complete 4 out of 6 sessions
X
Assessment: proportion of individuals who are
enrolled and complete baseline and post-test
assessments
Acceptability Credibility and Expectancy Questionnaire (6 items)- | X
assess how credible dyads perceive RT-ADRD
Client Satisfaction Questionnaire (3 items)—a X
measure of satisfaction with RT-ADRD
Qualitative feedback from exit interviews X
Covariates
Demographics Medical Chart Review and Participant self-report:
Age, Sex/Gender, Race/Ethnicity, Education, Income
Clinical Medical Chart Review and Participant self-report: | X
Characteristics Type of ADRD diagnosis, time since diagnosis,
cognitive tests
Secondary Outcomes
Emotional Distress Hospital Depression and Anxiety Scale (14 items)—a | X X
measure of emotional distress (anxiety and depression
subscales)
Geriatric Depression Scale (15 items)—a measure of | X X
depression symptoms
Perceived Stress Perceived Stress Scale (4 items)—a measure of | X X
perceived stress
Quality of Life WHO Quality of Life-Short Form (26 items)—a | X X
measure of quality of life
Relationship Couples Satisfaction Inventory (16 items)—a measure | X X
Satisfaction of couple relationship satisfaction
Preparedness for | Preparedness for Caregiving Scale (8 items)- | X X
Caregiving (Care | readiness for caregiving in relation to spouse
partners only)
Intervention Mechanisms
Mindfulness Cognitive and Affective Mindfulness-Scale (12 items) | X X
—a measure of mindfulness skills
Coping Brief COPE (28 items)—a measure of adaptive and | X X
maladaptive coping strategies
Self-efficacy General Self-Efficacy scale-6 (6 items)— a measure | X X
of self-efficacy
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Social Support Social Support Questionnaire, Short Form — Revised | X X
(12 items)—a measure of satisfaction with social
support
Interpersonal Dyadic Relationship Scale (10 items- patients, 11 | X X
Communication and | items- caregivers) — a measure of positive and
Coping negative dyadic interactions
Dyadic Coping Inventory (9 items)—a measure of | X X
dyadic stress management

Covariates

We will collect demographic information on participants’ gender, age, race, ethnicity, marital
status, relationship length, education level (number of years in school), employment (status,
occupation, and income), and mental health history. We will also collect ADRD clinical
characteristics via electronic medical records, including the type of diagnosis, age at diagnosis, and

date of diagnosis.

Secondary Outcomes

We will use the 14-item Hospital Anxiety and Depression Scale (HADS) [40] total score to assess
emotional distress once at baseline, and again at the completion of the program. We will examine the
7-item depression and anxiety subscales of the HADS separately (HADS-D and HADS-A,
respectively). Scores range from 0 to 21, where a score >7 indicates significant depression or anxiety.
We will also use the 15-item Geriatric Depression Scale (GDS)-Short Form [41], to assess depression
symptoms over the past week. Scores range from 0-15, with scores > 5 suggesting the presence of
clinically elevated depression symptoms. We will assess perceived stress over the past month using
the perceived stress scale (PSS-4) [45]. Scores range from 0-16, with higher scores indicating greater
perceived stress. To assess perceived quality of life, we will use the 26-item brief World Health
Organization Quality of Life (WHOQOL-BREF) assessment [46], which captures quality of life
across four subscales (physical health, psychological, social relationships, and environment). The

first two items provide a global assessment of quality of life, and subscale scores are calculated by
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summing items and transforming scores to a 0 to 100-point interval, with higher scores indicating a
greater perceived quality of life. To assess relationship satisfaction, we will use the 16-item Couple
Satisfaction Index (CSI) [47]. Total scores range from 0-81, with higher scores indicating greater
relationship satisfaction. Finally, for spousal care-partners we will use the 8-item Preparedness for
Caregiving Scale (9) to evaluate readiness for caregiving in relation to their spouse. Total scores
range from 0-32, with higher scores indicating greater preparedness for caregiving.

Treatment Mechanisms

We selected treatment mechanisms assessing individual and dyadic coping and relationship
functioning based on our hypothesized mechanisms underlying changes in proposed outcomes (i.e.,
emotional distress, quality of life). We will use the 12-item Cognitive and Affective Mindfulness
Scale, Revised (CAMS-R) [48], to assess mindfulness. Total scores range from 12-48, with higher
scores indicating greater engagement in mindfulness practices. We will use the 28-item Brief Coping
Orientation to Problems Experienced (Brief COPE) [49], to measure ways of individually coping
with stressful events. The Brief COPE includes three subscales that assess coping styles: (1)
problem-focused (8 items), (2) emotional-focused (12 items), and (3) avoidant coping (8 items).
Scores for each subscale are calculated by taking the mean of all items, with higher scores indicating
greater use of that coping style. We will assess perceived self-efficacy with the 10-item General Self-
Efficacy (GSE) scale [50]. Total scores range from 10-40, with higher scores indicating greater
perceived self-efficacy. We will use the 12-item brief Social Support Questionnaire (SSQR) [51] to
assess social support availability and satisfaction. The SSQR consists of two subscales: support
network availability (SSQR-N) and overall satisfaction (SSQR-S). Each item assesses support
availability and satisfaction in separate parts; participants will be asked to indicate (1) how many
people they can count on for various types of support and (2) how satisfied they are with the support.
The SSQR-N subscale composite is calculated by taking the mean of all items. For the SSQR-S

subscale total scores are calculated by adding subscale items and range from 6-36, with higher scores
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indicating greater social support satisfaction.

To assess perceptions of dyadic stress management, we will use the items from the Dyadic
Coping Inventory (DCI) )[52],[53] subscales: common dyadic coping and negative dyadic coping.
The common dyadic coping subscale includes 5 items that assess dyads’ ability to cope with
problems together and search for solutions. Scores range from 5-25, with higher scores indicating
greater perceptions of the dyad’s use of common coping. Negative dyadic coping will also be
assessed using the DCI (4 items). Scores range from 4-20, with higher scores indicating greater
perceptions of the dyads using negative dyadic coping. In addition, we will assess dyadic relationship
strain in the context of caregiving using the dyadic strain subscale of the Dyadic Relationship Scale
(DRS) [54], which has a 10-item-Patient version and an 11-item Caregiver version. Subscale scores
range from 1-10 and 1-11 for the DRS-Patient and DRS-Caregiver, respectively, with higher scores
indicating greater relationship strain.

Exit Interviews

At the conclusion of the intervention sessions, dyads will participate together in a single 60-
minute exit interview over healthcare-system supported videoconferencing to gather information on
session content and procedures to refine intervention methods prior to the feasibility trial. Topics will
include: what was most and least helpful about the intervention, topics or skills that were not
included that might be helpful, whether additional sessions would be preferred, perceptions of skills,
comfort with participating in sessions together, and barriers and facilitators of engagement in RT-
ADRD procedures and the intervention. A trained research assistant will complete the interviews
using an interview guide (see Supplemental Materials). As part of the interview, the research
assistant will also capture observations within session domains, important quotes, and other
important notes using a rapid data analysis (RDA) template.

Data Analysis

Feasibility-related measures will be assessed and compared to our prior dyadic intervention
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studies [36] using proportions at the individual-level on feasibility markers outlined in Table 2, as
well as qualitative feedback from exit interviews. Acceptability will be evaluated with the percentage
of individuals with scores above the midpoint on self-report questionnaires (Table 2), as well as
feedback from exit interviews. Given our primary goal of establishing feasibility and acceptability,
this open pilot was not powered to statistically evaluate signal of improvement in quantitative
outcomes. However, we will examine preliminary effectiveness of the secondary outcomes using
estimated treatment effects for each measure. We will also assess the relationship among treatment
mechanisms and secondary outcomes using bivariate correlations, focusing on whether the direction
of the association is consistent with our conceptual model. Qualitative data obtained from exit
interview transcripts will be analyzed using a rapid data analysis approach to thematic analysis [55].
We will use overarching themes surrounding feasibility markers and participant suggestions to

further refine the intervention.

RESULTS

This study was supported by a grant from the National Institute on Aging (1K23AG075188-
02) to Sarah M. Bannon. It was approved by the institutional review board of the Mount Sinai
Hospital in April 2024. Recruitment began in April 2024 and will continue through August 2024.

Data collection and analysis is anticipated to be complete by August 2024.

DISCUSSION

Alzheimer’s disease and related dementias (ADRDs) are conditions that are increasingly
common among the aging population and have considerable negative impacts on individuals living
with ADRD and their spousal care-partners [5]. Currently, these dyads have few resources to assist
them in navigating early challenges together and adjusting positively to the diagnosis and symptoms
[21], [22]. Dyads describe an interest in participating in interventions together early after ADRD
diagnosis to assist in navigating support and adjusting to symptoms [8], however no such

interventions exist. Adapting existing interventions has the potential to be effective and efficient in
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addressing dyads’ challenges to promote dyadic adjustment [36], [37], and aid in preventing chronic
individual and interpersonal stress. Thus, the RT-ADRD program is a timely potential solution to
unmet needs reported by dyads at the time of ADRD diagnosis. The present study aims to refine RT-
ADRD, a novel dyadic resiliency intervention for dyads at risk of chronic emotional distress early
after ADRD diagnoses that includes individual and interpersonal resiliency training for both dyad
members simultaneously to promote adjustment to ADRD.

The larger plan to develop and revise RT-ADRD is guided by the NIH Stage Model for
behavioral intervention development [56]. This protocol provides the framework of our open pilot
trial of RT-ADRD, stage 1B of the development of RT-ADRD. The intervention is novel and flexible,
providing live video delivery of treatment sessions to maximize feasibility and adherence, while also
providing the option of in-person sessions upon request. We will use the open pilot results to refine
the program and inform the subsequent stage—a larger feasibility trial of RT-ADRD relative to an
educational control condition (target N= 60 dyads).

Limitations

Currently, we are only conducting the intervention in English and with couple dyads. This
results in important limitations for non-English speakers and for other caregiving dyads commonly
facing ADRDs (e.g., parent-child dyads). We plan to address these limitations with parallel studies
and in subsequent trials by creating a version of the program in Spanish using established guidelines
for linguistic adaptation. We also plan to conduct additional qualitative studies to identify adaptations

needed to address a range of caregiving dyads.
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Conclusions
The results from this open pilot trial will be used to inform the development of Resilient

Together for Dementia, a dyadic resiliency program for those living with ADRDs and their romantic
or spousal care partners. Our study will provide quantitative and qualitative data that we will use to
refine the current iteration of the program. We will then test the refined intervention in a larger
feasibility trial relative to an educational control condition.
Acknowledgements: We would like to thank the members of the MGH CHOIR lab members and the
MGH CHOIR Recovering Together Working Group for their feedback on proposed open pilot
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Funding: This study was funded by grants from the National Institute on Aging (1K23AG075188-
01A1) to Sarah M. Bannon, and grants from the National Institute of Nursing Research
(ROINRO19982-01) and National Center for Complementary and Integrative Health
(1K24AT011760-01) to Ana-Maria Vranceanu.
Data Availability Statement: Data collection and analysis instruments are available in the
Multimedia Appendices. The data sets generated during and/or analyzed during the current study are
available from the corresponding author on reasonable request.
Conflicts of Interest: We declare no relevant conflicts of interest.
Abbreviations:

ADRDs: Alzheimer’s disease and Alzheimer’s disease related dementias

RT-ADRD: Resilient Together for Alzheimer’s disease and Alzheimer’s disease related dementia

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]



JMIR Preprints McCageet d

REFERENCESX

1. Melis RJ, Haaksma ML, Muniz-Terrera G. Understanding and predicting the longitudinal
course of dementia. Curr Opin Psychiatry. 2019;32(2):123.

2. Eldholm RS, Barca ML, Persson K, et al. Progression of Alzheimer’s disease: a longitudinal
study in Norwegian memory clinics. J Alzheimers Dis. 2018;61(3):1221-1232.

3. El-Hayek YH, Wiley RE, Khoury CP, et al. Tip of the Iceberg: Assessing the Global
Socioeconomic Costs of Alzheimer’s Disease and Related Dementias and Strategic Implications for
Stakeholders. J Alzheimers Dis. 2019;70(2):323-341. doi:10.3233/JAD-190426

4. Rajan KB, Weuve J, Barnes LL, McAninch EA, Wilson RS, Evans DA. Population Estimate
of People with Clinical AD and Mild Cognitive Impairment in the United States (2020-2060).
Alzheimers Dement J Alzheimers Assoc. 2021;17(12):1966-1975. doi:10.1002/alz.12362

5. Shin JH. Dementia Epidemiology Fact Sheet 2022. Ann Rehabil Med. 2022;46(2):53-59.
doi:10.5535/arm.22027

6. Alzheimers Association. 2023 Alzheimer’s Disease Facts and Figures. Accessed April 4,
2023. https://www.alz.org/media/Documents/alzheimers-facts-and-figures.pdf

7. Comas-Herrera A, Guerchet M, Karagiannidou M, Knapp M, Prince M. World Alzheimer
Report 2016: Improving healthcare for people living with dementia: Coverage, quality and costs now
and in the future. Published online September 21, 2016. Accessed October 21, 2022.
https://www.alzint.org/resource/world-alzheimer-report-2016/

8. Stockwell-Smith G, Moyle W, Kellett U. The impact of early psychosocial intervention on
self-efficacy of care recipient/carer dyads living with early-stage dementia—A mixed-methods study.
J Adv Nurs. 2018;74(9):2167-2180.

9. Wawrziczny E, Berna G, Ducharme F, Kergoat MJ, Pasquier F, Antoine P. Modeling the
distress of spousal caregivers of people with dementia. J Alzheimers Dis. 2017;55(2):703-716.

10.  Bandeira DR, Pawlowski J, Gongalves TR, Hilgert JB, Bozzetti MC, Hugo FN. Psychological
distress in Brazilian caregivers of relatives with dementia. Aging Ment Health. 2007;11(1):14-19.

11. Kuring JK, Mathias JL, Ward L. Prevalence of depression, anxiety and PTSD in people with
dementia: a systematic review and meta-analysis. Neuropsychol Rev. 2018;28:393-416.

12.  Aminzadeh F, Byszewski A, Molnar FJ, Eisner M. Emotional impact of dementia diagnosis:
exploring persons with dementia and caregivers’ perspectives. Aging Ment Health. 2007;11(3):281-
290.

13.  Llado A, Anton-Aguirre S, Villar A, Rami L, Molinuevo J. Psychological impact of the
diagnosis of Alzheimer’s disease. Neurol Barc Spain. 2008;23(5):294-298.

14.  Robinson L, Clare L, Evans K. Making sense of dementia and adjusting to loss:
Psychological reactions to a diagnosis of dementia in couples. Aging Ment Health. 2005;9(4):337-
347.

15. Simpson G, Mohr R, Redman A. Cultural variations in the understanding of traumatic brain
injury and brain injury rehabilitation. Brain Inj. 2000;14(2):125-140. doi:10.1080/026990500120790
16. Wadham O, Simpson J, Rust J, Murray C. Couples’ shared experiences of dementia: a meta-
synthesis of the impact upon relationships and couplehood. Aging Ment Health. 2016;20(5):463-473.
17.  Quinn C, Clare L, Woods B. The impact of the quality of relationship on the experiences and
wellbeing of caregivers of people with dementia: A systematic review. Aging Ment Health.
2009;13(2):143-154.

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]



JMIR Preprints McCageet d

18. Ducharme F, Lévesque L, Lachance L, Kergoat MJ, Coulombe R. Challenges associated with
transition to caregiver role following diagnostic disclosure of Alzheimer disease: a descriptive study.
Int J Nurs Stud. 2011;48(9):1109-1119.

19.  Whitlatch CJ, Judge K, Zarit SH, Femia E. Dyadic Intervention for Family Caregivers and
Care Receivers in Early-Stage Dementia. The Gerontologist. 2006;46(5):688-694.
doi:10.1093/geront/46.5.688

20.  Poon E. A Systematic Review and Meta-Analysis of Dyadic Psychological Interventions for
BPSD, Quality of Life and/or Caregiver Burden in Dementia or MCI. Clin Gerontol.
2022;45(4):777-797. doi:10.1080/07317115.2019.1694117

21.  Moon H, Adams KB. The effectiveness of dyadic interventions for people with dementia and
their caregivers. Dementia. 2013;12(6):821-839. doi:10.1177/1471301212447026

22.  Parker M, Barlow S, Hoe J, Aitken L. Persistent barriers and facilitators to seeking help for a
dementia diagnosis: a systematic review of 30 years of the perspectives of carers and people with
dementia. Int Psychogeriatr. 2020;32(5):611-634. doi:10.1017/S1041610219002229

23. Laver K, Liu E, Clemson L, et al. Does Telehealth Delivery of a Dyadic Dementia Care
Program Provide a Noninferior Alternative to Face-To-Face Delivery of the Same Program? A
Randomized, Controlled Trial. Am J  Geriatr  Psychiatry.  2020;28(6):673-682.
doi:10.1016/j.jagp.2020.02.009

24.  Gorska S, Forsyth K, Maciver D. Living with dementia: a meta-synthesis of qualitative
research on the lived experience. The Gerontologist. 2018;58(3):e180-e196.

25. Pickett J, Bird C, Ballard C, et al. A roadmap to advance dementia research in prevention,
diagnosis, intervention, and care by 2025. Int J Geriatr Psychiatry. 2018;33(7):900-906.

26. Bannon SM, Grunberg VA, Manglani HR, Lester EG, Ritchie C, Vranceanu AM. Together
from the start: A transdiagnostic framework for early dyadic interventions for neurodegenerative
diseases. J Am Geriatr Soc. 2022;70(6):1850-1862.

27.  Buggins SL, Clarke C, Wolverson E. Resilience in older people living with dementia — A
narrative analysis. Dementia. 2021;20(4):1234-1249. doi:10.1177/1471301220927614

28.  Afifi TD. Individual/relational resilience. J Appl Commun Res. 2018;46(1):5-9.
doi:10.1080/00909882.2018.1426707

29.  Bekhet AK, Avery JS. Resilience from the Perspectives of Caregivers of Persons with
Dementia. Arch Psychiatr Nurs. 2018;32(1):19-23. doi:10.1016/j.apnu.2017.09.008

30.  Harris PB. Resilience and living well with dementia. Posit Psychol Approaches Dement Lond
Jessica Kingsley Publ. Published online 2016:133-151.

31. Brown KW, Ryan RM. The benefits of being present: mindfulness and its role in
psychological well-being. J Pers Soc Psychol. 2003;84(4):822.

32. Donnellan C, Hevey D, Hickey A, O’Neill D. Defining and quantifying coping strategies
after stroke: a review. J Neurol Neurosurg Psychiatry. 2006;77(11):1208-1218.

33. Revenson TA, Kayser KE, Bodenmann GE. Couples Coping with Stress: Emerging
Perspectives on Dyadic Coping. American Psychological Association; 2005.

34.  Bodenmann G, Falconier MK, Randall AK. Dyadic coping. Front Psychol. Published online
2019:1498.

35.  Gellert P, Hausler A, Suhr R, et al. Testing the stress-buffering hypothesis of social support in
couples coping with early-stage dementia. PloS One. 2018;13(1):e0189849.

36.  Vranceanu AM, Bannon S, Mace R, et al. Feasibility and Efficacy of a Resiliency
Intervention for the Prevention of Chronic Emotional Distress Among Survivor-Caregiver Dyads
Admitted to the Neuroscience Intensive Care Unit: A Randomized Clinical Trial. JAMA Netw Open.
2020;3(10):e2020807. doi:10.1001/jamanetworkopen.2020.20807

37.  Lester EG, Grunberg VA, Bannon SM, et al. The Recovering Together Initiative: Integrating
Psychosocial Care into ICUs. NEJM Catal Innov Care Deliv. 2022;3(8):CAT. 22.0103.

38. Bannon S, Brewer J, Cornelius T, et al. Focus Group Study of Medical Stakeholders to

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]



JMIR Preprints McCageet d

Inform the Development of Resilient Together for Dementia: Protocol for a Postdiagnosis Live Video
Dyadic Resiliency Intervention. JMIR Res Protoc. 2023;12(1):e45533.

39. Bannon S, Brewer J, Ahmad N, et al. A Live Video Dyadic Resiliency Intervention to Prevent
Chronic Emotional Distress Early After Dementia Diagnoses: Protocol for a Dyadic Mixed Methods
Study. JMIR Res Protoc. 2023;12:e45532. doi:10.2196/45532

40. Snaith RP, Zigmond AS. The hospital anxiety and depression scale. Br Med J Clin Res Ed.
1986;292(6516):344.

41. Herrmann N, Mittmann N, Silver IL, et al. A validation study of the Geriatric Depression
Scale short form. Int J Geriatr Psychiatry. 1996;11(5):457-460.
42.  Jeste DV, Palmer BW, Appelbaum PS, et al. A new brief instrument for assessing decisional

capacity for clinical research. Arch Gen Psychiatry. 2007;64(8):966-974.

43 Devilly GJ, Borkovec TD. Psychometric properties of the credibility/expectancy
questionnaire. Journal of behavior therapy and experimental psychiatry. 2000 Jun 1;31(2):73-86.

44.  Attkisson CC, Zwick R. The Client Satisfaction Questionnaire: Psychometric properties and
correlations with service utilization and psychotherapy outcome. Evaluation and program planning.
1982 Jan 1;5(3):233-7.

45.  Cohen S. Perceived stress in a probability sample of the United States. Published online 1988.
46.  Group W. Development of the World Health Organization WHOQOL-BREF quality of life
assessment. Psychol Med. 1998;28(3):551-558.

47.  Funk JL, Rogge RD. Testing the ruler with item response theory: increasing precision of
measurement for relationship satisfaction with the Couples Satisfaction Index. J Fam Psychol.
2007;21(4):572.

48. Feldman G, Hayes A, Kumar S, Greeson J, Laurenceau JP. Mindfulness and emotion
regulation: The development and initial validation of the Cognitive and Affective Mindfulness Scale-
Revised (CAMS-R). J Psychopathol Behav Assess. 2007;29:177-190.

49.  Carver CS. You want to measure coping but your protocol’too long: Consider the brief cope.
Int J Behav Med. 1997;4(1):92-100.
50. Schwarzer R, Jerusalem M. Generalized self-efficacy scale. J Weinman Wright M Johnston

Meas Health Psychol User’s Portf Causal Control Beliefs. 1995;35:37.

51.  Siegert RJ, Patten MD, Walkey FH. Development of a brief social support questionnaire. N Z
J Psychol. 1987;16(2):79-83.

52. Levesque C, Lafontaine MF, Caron A, Fitzpatrick J. Validation of the English version of the
Dyadic Coping Inventory. Meas Eval Couns Deyv. 2014;47(3):215-225.

53. Schwenck GC, Dawson SJ, Allsop DB, Rosen NO. Daily dyadic coping: Associations with
postpartum sexual desire and sexual and relationship satisfaction. J Soc Pers Relatsh.
2022;39(12):3706-3727.

54. Sebern MD, Whitlatch CJ. Dyadic relationship scale: A measure of the impact of the
provision and receipt of family care. The gerontologist. 2007;47(6):741-751.

55.  Taylor B, Henshall C, Kenyon S, Litchfield I, Greenfield S. Can rapid approaches to
qualitative analysis deliver timely, valid findings to clinical leaders? A mixed methods study
comparing rapid and thematic analysis. BMJ Open [Internet]. 2018 Oct [cited 2024 Apr
11];8(10):e019993. Available from: https://bmjopen.bmj.com/lookup/doi/10.1136/bmjopen-2017-
019993

56.  Onken LS. History and evolution of the NIH stage model. Evidence—based Pract Action
Bridg Clin Sci Interv. Published online 2019:28-42.

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]



JMIR Preprints McCageet d

Supplementary Files

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]



JMIR Preprints McCageet d

Figures

https://preprints.jmir.org/preprint/60382 [unpublished, peer-reviewed preprint]



JMIR Preprints

McCageet d

Iterative Development of RT-ADRD Revise manual, procedures, eligibility criteria, assessments; optimize feasibility,
acceptability, satisfaction. Note: Funded project is outlined in bold (Studies 1-3). The subsequent project is outlined by a
dashed line.

I\\‘_}:-J focus groups j

Thematic analysis,

correlations of constructs

l'/- Development: _\H

Mixed methods
study of dyads +
dementia care —
specialist focus
groups

N=20 dyads

[

Stage 1A

[

Study 1

Exit interviews,

within

analvsis

Exit interviews,

within-

Pilot feasibility
Open pilot of RCT of
RTI-ADRD RT-ADRD v=
) yinimally
enhanced
control
UptoN=10
% dvads J \ N=50 dvads /
[- Stage 1B ]
| Studies 2,3 |
-

mep; enhanced control !

analvss

FE RN N R R

[ Efficacy RCTof *
- RI-ADRDvs.
! m inima llv

|
"o N=i0dvads s

https://preprints.jmir.org/preprint/60382

[unpublished, peer-reviewed preprint]



JMIR Preprints McCageet d
RT-ADRD Conceptual Model.
f]ndjﬁdual Resiliency: /;ndividual N
1 Mindfulness Outcomes
T Coping | Emotional
i RT-ADRD T Self-efficacy distress
Live Video '\._T Social support | Perceived
Dyadic 1 stress
Resiliency T Quality of
L_\‘Interventiun 7 Interpersonal life s
Resiliency: 1 Relationship
1 Positive satisfaction
communication 1 Preparedness

.\T Dvadic coping

k\ﬂ)r caregiving Y,

https://preprints.jmir.org/preprint/60382

[unpublished, peer-reviewed preprint]


http://www.tcpdf.org

	Table of Contents
	Original Manuscript
	Supplementary Files
	Figures
	Figure 1
	Figure 2



