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Guidelines for Preparing a Research Protocol

Instructions:

¢ You do not need to complete this document if you are submitting an Application for
Exemption or Application for a Chart Review.
e Do not use this template if:
o Your study involves an FDA regulated product. In this case, use the Clinical
Trial Protocol Template.
o Your study has a protocol from a sponsor or cooperative group. In this case, use
the Protocol Plus.
o Your study is a registry or repository for data and/or samples, In this case, use
Protocol Template — Registry Studies. .
e Ifa section of this protocol is not applicable, please indicate such.
e Do not delete any of the text contained within this document.
e Please make sure to keep an electronic copy of this document. You will need to use it, if
you make modifications in the future.
e Start by entering study information into the table above, according to these rules:
o Protocol Title: Include the full protocol title as listed on the application.
o Investigator: include the principal investigator’s name as listed on the application
form
o Date Revised: Indicate the date at which the protocol was last revised
o IRB Number: Indicate the assigned IRB number, when known. At initial
submission, this row will be left blank.
¢ Once the table information in entered, proceed to page 2 and complete the rest of the
form.

V' Continue to next page to begin entering information about this study ¥
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1. PREVIOUS STUDY HISTORY

Has this study ever been reviewed and rejected/disapproved by another IRB prior to
submission to this IRB?

X ’NO [ Yes — if yes, please explain: 7

2. BRIEF SUMMARY OF RESEARCH

o  The summary should be written in language intelligible to a moderately educated,
non-scientific layperson.

e [t should contain a clear statement of the rationale and hypothesis of your study, a
concise description of the methodology, with an emphasis on what will happen to the
subjects, and a discussion of the resullts.

e This section should be > page

Oropharyngeal dysphagia (OD), a devastating syndrome that affects nearly 90% of
hospitalized patients with Alzheimer’s disease (AD) and AD-related dementias
(AD/ADRD), is a significant predictor of care-partner burden. Upon hospital
discharge, care partners of patients with AD/ADRD face dramatic and persistent
OD-related unmet caregiving needs, which lead to higher care-partner burden.

Guided by a self-regulation theoretical framework, we propose a study to pilot test
a Web-based Care Partner Tool for Feeding in Dysphagia
(WeCareToFeedDysphagia) to determine effect size estimates and feasibility of a
future NIH Stage IV full-scale randomized controlled trial (RCT), to determine its
effectiveness for reducing burden in care partners of community-dwelling persons
with AD/ADRD, diagnosed with OD during hospitalization. The web tool uses
written and video content, care-partner testimonials, frequently asked questions,
and resource links to provide accurate information (e.g., dysphagia diets), set
realistic expectations, identify/support feeding goals (Quality of Life, QoL,
considerations), acknowledge/support care-partner feelings, and provide
competencies/skills for OD management.

We will remotely recruit and randomize care partners (N=80) of hospitalized
patients with AD/ADRD and OD to receive (via automated text messaging):
enhanced condition (usual care by the patient’s medical team and speech language
pathologist (SLP) contact information from the study team, n=40) or the
intervention (usual care by the patient’s medical team and SLP contact information
from the study team, + WeCareToFeedDysphagia, n=40). We will assess care
partner reported outcomes at baseline, 1 month, and 3 months post post-hospital
discharge. We define the go/no-go criteria for the full-scale RCT (R33) as meeting
>3 of 6: 1) >40% consented; 2) <30% attrition; 3) >80% receive initial text; 4)
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>90% receive follow-up texts; 5) >60% access home page; and 6) >45% engage
tool (>2 pages). |

3. INTRODUCTION/BACKGROUND MATERIAL/PRELIMINARY STUDIES AND

SIGNIFICANCE

e Describe and provide the results of previous work by yourself or others, including
animal studies, laboratory studies, pilot studies, pre-clinical and/or clinical studies
involving the compound or device to be studied.

e [nclude information as to why you are conducting the study and how the study differs
from what has been previously researched, including what the knowledge gaps are.

e Describe the importance of the knowledge expected to result

Oropharyngeal Dysphagia (OD) is a devastating syndrome that affects nearly 90%
of Hospitalized Patients with Alzheimer’s Disease (AD) and AD-Related
Dementias (ADRD).! OD, defined as difficulty in forming/moving bolus safely
from the oral cavity to the esophagus, is a common syndrome, affecting 10%-33%
of older adults.? Although OD is associated with many disease processes, it is
particularly prevalent in persons with AD/ADRD. The prevalence of OD in
AD/ADRD varies widely across settings, and has been found in nearly 90% of
hospitalized patients with AD/ADRD. ! Further, OD in hospitalized older adults
with AD/ADRD has been associated with poor clinical outcomes, including
aspiration, malnutrition, mortality, longer length of stay, higher costs, and severely
compromised quality of life (QoL). 7 However, the consequences of OD are not
limited to patients, as care partners experience substantial psychosocial
ramifications. 14

OD is an increasingly recognized predictor of care partner burden, which in turn,
leads to poor patient and care partner health outcomes.”!® Providing care for
persons with OD has associated high demands and significant disruptions to daily
life, including, increased time spent thinking about and preparing meals; concerns
over adequate nutrition, hydration, and risk of choking; and the need to provide
significant social and emotional support for the person with OD. '%!2-1* Indeed, OD
is a significant independent predictor of increased care-partner burden. 3% A 2018
systematic review found that burden (as measured by the Zarit Burden Interview
scale, ZBI-22) was significantly higher in care partners of older adults with OD,
compared to older adults without OD (38.9-moderate burden vs. 28.8-mild burden,
p<0.0001).'® Additionally, a 2020 cross-sectional study found that care partners of
older adults with OD were 1.61 times more likely (when controlling for other
factors known to influence burden) to experience burden, compared to care partners
of older adults without OD; and 65% of care partners reported OD-related burden
to be moderate to severe.® Care-partner burden leads to poor care partner health
outcomes through an increased risk for: psychiatric morbidity (e.g., depression),
health problems (e.g., coronary heart disease risk), and mortality.!>2° In addition to
their own health, care-partner burden is associated with poor outcomes for
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community-dwelling dependent older adults, including mortality, hospitalization,
and institutionalization, even after adjusting for potential confounders. ! In persons
with AD/ADRD, care-partner burden is an independent predictor of poor feeding
behaviors, which is critical in the management of OD.?? Therefore, it is essential to
address care partner OD-related burden to improve health outcomes for both older
adults with OD and their care partners.

Care partner OD-related burden is magnified in community-dwelling persons with
AD/ADRD. Although caring for persons with AD/ADRD and OD is associated
with care partner burden, no extant studies have accounted for OD-related burden
in persons with AD/ADRD. ° Yet, care partners of community-dwelling persons
with AD/ADRD and OD are at an especially high risk of burden. The onset of OD
in dementia is a late stage defining diagnosis that demands a significant increase in
caregiving needs. Indeed, more patients with severe dementia (44%) aspirate,
compared to those with moderate dementia (12.5%), and lower cognitive scores are
associated with greater feeding assistance. 2* Further, the management of OD in
persons with AD/ADRD is complex. Although, standard OD management focuses
on the prescription of dysphagia diets (textured modified food and thickened
liquids), care partners of persons with AD/ADRD must navigate increased
caregiving needs, refusal of dysphagia diets, choking risk, dehydration/
malnutrition, QoL considerations that align with goal-concordant care, and
dementia/OD progression. 2% Further, there is a lack of consensus regarding OD-
related best practices in this population. 2’?° Thus, addressing OD-related burden in
care partners of persons with AD/ADRD is critical for improving dementia care
and care partner outcomes.

Care partner OD-related burden stems from dramatic and persistent unmet
caregiving needs. Care partners of community-dwelling persons with OD must
navigate the numerous complexities of OD management. Indeed, a 2021 scoping
review found that care partners of persons with OD have wide-ranging caregiving
needs, consisting of: informational (OD management options, dysphagia diet
purchasing and preparation, and risks/benefit of dysphagia diets); physical (e.g.,
maintaining adequate nutrition/hydration, performing oral hygiene, and careful
handfeeding); social (social support from healthcare professionals and other care
partners); and psychological (coping with person’s refusal to eat and frustration-
feeling thirsty, coping with loss and acceptance of new normal). *° Yet, the current
standard of care strategies (compensatory-dysphagia diet, careful handfeeding, and
rehabilitative-swallowing exercises) are either poorly communicated to care
partners or fail to address important caregiving needs. 232 Further highlighting this
point is our preliminary qualitative data which shows that upon hospital discharge,
care partners of patients with AD/ADRD face dramatic and persistent unmet
caregiving needs, including: A. little/inaccurate information on OD management
and dysphagia diets; B. unrealistic expectations regarding dysphagia diet and
aspiration risk; C. lack of identification of feeding goals and QoL preferences; D.
poor coping with patient’s refusal to eat, and frustration with dysphagia diets; and
E. lack of competencies/skills (e.g., purchasing/making dysphagia food, oral
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hygiene, and careful handfeeding). 3%**37 Yet, there are currently no interventions
to address OD-related caregiving needs, which leads to increased care-partner
burden and poor outcomes.

Web-based informational interventions are effective in improving disease-related
self management skills and provide the necessary support for care partners of
persons with AD/ADRD. Americans have become accustomed to receiving health
information from the Internet. Most Internet users (72%) have looked online for
health information within the past year. *® Although many websites provide health
information, such information is often inaccurate, sensational, and not tailored to
specific conditions or populations. Yet, there are many advantages to developing
and providing web-based solutions: A) care partners can consume the information
at their own schedule and as often as they desire; B) information can be transmitted
through multiple channels (personal computer, tablet); C) content can be
augmented through videos, graphics, testimonials, and interactive activities; D)
content can be tailored to specific time-points in the disease trajectory, and targeted
to specific groups; and E) access transcends geographical barriers. Web based
patient education has been shown to be effective in increasing disease-related
knowledge and improving health behaviors and self-management skills.*>**** For
care partners of persons with AD/ADRD, web based access transcends the
caregiving barriers that limit the ability of the care partner to leave the home and
addresses unmet caregiving needs.

Theoretical Basis. The current proposal is informed by a comprehensive, self-
regulatory framework, which recognizes the factors underlying effective cognitive
and affective information processing.***” The framework incorporates 5 self-
regulation constructs, summarized by the Cognitive-Social Health Information
Processing (C-SHIP) model, which consist of: A. disease-relevant interpretations;
B. disease-relevant beliefs and expectations, including beliefs about one’s own self-
efficacy; C. disease-relevant goals and values; D. disease-relevant affective and
emotional states; and E. disease-relevant self-regulatory competencies and skills for
generating and maintaining goal-oriented health-protective behaviors: *+7>° The 5
conceptual constructs are directly translated into 5 key intervention objectives
addressing the 4 domains of unmet needs (informational, physical, social, and
psychological) that lead to OD-related burden, by increasing care partner self-
efficacy in OD-related behavioral (cognitive) and stress (affective) management,
which will reduce care-partner burden (primary outcome), raise QoL (secondary
outcome), and improve patient outcomes (exploratory outcomes). Previous studies
have demonstrated that care partners of persons with AD/ADRD can be supported
through informational programs. *>>” Thus, we will use the C-SHIP framework to
guide the adaptation and evaluation of an easily administered Web-based Care
Partner Tool for Feeding Dysphagia (WeCareToFeedDysphagia) to reduce burden
for care partners of persons with AD/ADRD and OD.

Scientific Premise. Although previous interventions have targeted burden in care
partners of persons with AD/ADRD, no extant studies have targeted OD-related
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burden.>®¢! In addition, the extant literature on OD-related burden has focused on
conditions such as head and neck cancer, Parkinson’s disease, stroke, and
neuromuscular disease*® There is a dearth of studies evaluating OD-related burden
in care partners of persons with AD/ADRD. A 2022 systematic review found 17
relevant articles (16 cross-sectional, 1 longitudinal, and no RCTs) that demonstrate
the high prevalence of OD-related care-partner burden.’ The review concluded that
there was an urgent need to better understand and address OD-related burden in
care partners of older adults and specifically for distinct OD etiologies (e.g.,
AD/ADRD). A 2021 scoping review (15 studies, no RCTs, and none in
AD/ADRD), evaluating the caregiving needs of persons with OD and their care
partners, concluded that care partners face dramatic and persistent caregiving
needs, and highlighted the critical need for larger and more focused studies to
design and test interventions tailored to address OD-related care-partner needs.>°

Thus, the proposed research is highly significant because if successful it will:

e Produce an easily administered, single-component, efficacious tool to
reduce burden in care partners of persons with AD/ADRD and OD, which
has the potential to improve care partner QoL.

e Improve dementia care for persons with OD by providing care partners with
OD-related evidence-based informational content. This content can also be
adapted to improve care for other populations that experience OD (e.g.,
head and neck cancer, Parkinson’s disease, and stroke).

The proposed research is highly innovative for the following 3 reasons:

1. It is the first study that aims to reduce OD-Related burden by meeting the
unmet caregiving needs of care partners of community-dwelling persons
with AD/ADRD and OD. Most studies evaluating OD-related care-partner
burden targeted conditions such as head and neck cancer.*** However, care
partners of community-dwelling persons with AD/ADRD and OD have
dramatic and persistent unmet OD-related caregiving needs, resulting in
higher burden and poor clinical outcomes. 2**° Yet, no extant studies have
targeted the unmet caregiving needs of care partners of persons with
AD/ADRD to reduce OD-related care burden.

2. Tt is the first study to result in a centralized web-based informational care
partner tool for managing OD in persons with AD/ADRD. There is
currently no centralized, evidence-based informational resource to meet
OD-related caregiving needs. Although many websites provide health
information, such information is often inaccurate, incomplete, sensational,
not tailored for specific conditions, and not user- friendly.
WeCareToFeedDysphagia addresses these issues by creating: 1) evidence-
based content that is based on a comprehensive literature review and an
interprofessional expert panel 2) patient-centered content that is based on
incorporating care-partner stakeholder input (Aim 1); and 3) user-friendly
and practical content based on usability/acceptability testing (Aim 2).
Further, a web-based platform maximizes intervention reach, and provides
continuous access to intervention content, which is essential for care
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partners of persons with AD/ADRD, who experience unique barriers to in-
person participation (e.g., inability to leave the person with AD/ADRD
alone).

3. Itis the first study to use a comprehensive framework to standardize the
design and evaluation of OD-related care partner burden research. A 2021
scoping review highlighted the lack of standardization in the design and
evaluation of interventions to address OD-related care-partner burden,
stating the need to integrate strong theoretical frameworks. *° By adapting a
validated and highly relevant framework (C-SHIP model), our study will be
the first to standardize OD-related, care-partner burden research, allowing
for future reproducibility and generalizability.

4. OBJECTIVE(S)/SPECIFIC AIMS AND HYPOTHESES
e A concise statement of the goal(s) of the current study.
o The rationale for and specific objectives of the study.
e The goals and the hypothesis to be tested should be stated.

The overall goal of this proposal is to reduce burden in care partners of
community-dwelling persons with AD/ADRD and OD using a single-component,
easily administered, intervention that addresses unmet OD-related caregiving
needs. Guided by a self-regulation theoretical framework,
WeCareToFeedDysphagia will use written and video content, care-partner
testimonials, frequently asked questions, and resource links, to:

provide accurate information (e.g., dysphagia diets);

set realistic expectations;

identify/support feeding goals (QoL considerations);
acknowledge/support care-partner feelings; and

provide competencies/skills for OD management.

moawy»

The goal of this study is to determine the effect size estimates of
WeCareToFeedDysphagia to reduce care-partner burden, and the feasibility of a
subsequent full-scale RCT. We believe that the study will meet or exceed the
established feasibility (i.e. Go/No-Go) criterion to proceed with a large-scale trial
to determine the effectiveness of the WeCareToFeedDysphagia web tool.

5. RESOURCES AVAILABLE TO CONDUCT THE HUMAN RESEARCH
o [Explain the feasibility of meeting recruitment goals of this project and demonstrate a
potential for recruiting the required number of suitable subjects within the agreed
recruitment period
o How many potential subjects do you have access to?
e Describe your process to ensure that all persons assisting with the trial are
adequately informed about the protocol and their trial related duties and functions
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Northwell Health is the largest health system in New York State, encompassing 23
hospitals in Long Island, New York City, and Westchester County. We will recruit
care partners of persons with AD/ADRD from 11 NWH hospitals that use the same
electronic health record (EHR). These consist of 1 quaternary, 3 tertiary, and 7
community hospitals. The hospitals serve one of the most diverse urban counties in
the country (Queens, NY). The 11 hospitals have a total of 75,619 medicine
discharges per year. We have successfully developed and validated an electronic
health record (EHR) tool for identifying hospitalized older adults with AD/ADRD
and OD. Drs. Sinvani and Makhnevich worked closely with a data analyst to
undertake an iterative process that consisted of a recurring loop of query refinement
and data validation (manually reviewing randomly selected charts), followed by
further query refinement, until they achieved validation of data integrity and
harmonization. This will facilitate identification and recruitment of eligible care
partners of patients with AD/ADRD and OD.

We created a database of hospitalized older adults with AD/ADRD, admitted
across the 11 NWH hospitals for our currently funded NIA grant
(1IR0O3AG070662). The total number of hospitalized patients with AD/ADRD and
OD, from 2017-2020, was: 2,757 in 2017 (average age 83.3, female 54.9%, and
62.4% white, 43.7% discharged home); 2,839 in 2018 (average age 82.7, female
55.5%, 66.2% white, and 43.7% discharged home); 2,809 in 2019 (average age
81.9, 53.8% female, 65.7% white, and 40.6% discharged home); and 2,779 in 2020
(average age 80.9, 54.4% female, 62.5% white, and 44.9% discharged home).
Therefore, the average number of eligible care partners of patients with AD/ADRD
and OD who are discharged home after hospitalization per year is 1,208. Based on
our preliminary work demonstrating an average of 1,208 eligible patients per year
and a consent rate of 50%, we will have ~600 eligible care partners/year, or ~11
care partners per week, that are willing to participate.

The Institute of Health System Science has extensive experience recruiting and
conducting fully remote studies. The study team will meet weekly to ensure that all
persons assisting with the trial are adequately informed about their trail-related
duties and functions.

6. RECRUITMENT METHODS
e Describe the source of potential subjects
e Describe the methods that will be used to identify potential subjects
e Describe any materials that will be used to recruit subjects. A copy of any
advertisements (flyers, radio scripts, etc.) should be submitted along with the
protocol.
e [fmonetary compensation is to be offered, this should be indicated in the protocol

| Eligible care partners will be identified via 3 steps:
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1) Using a previously developed EHR identification tool described in Section 5, a
data analyst from QI will generate a list of potentially-eligible patients

2) a consenting coordinator will conduct a chart review of the QI-generated list to
confirm eligibility described in Section 7, and

3) the consenting coordinator will call the care partner while the patient is still
hospitalized, introduce the study, confirm patient and care partner eligibility,
confirm that the patient is being discharged home, and offer study participation.

For care partners who are considered screen failures, the consenting coordinator
will record demographic information, including the NIA-required Clinical
Research Operations & Management System (CROMS) screen failure
questionnaire (see Section 14).

A flyer with more information about the study will be given to potential
participants that may be interested in consenting at a later time. |

7. ELIGIBILITY CRITERIA

e Describe the characteristics of the subject population, including their anticipated
number, age, ranges, sex, ethnic background, and health status. Identify the criteria
for inclusion or exclusion of any subpopulation.

e [Explain the rationale for the involvement of special classes of subjects, such as
fetuses, pregnant women, children, prisoners or other institutionalized individuals, or
others who are likely to be vulnerable. You cannot include these populations in your
research, unless you indicate such in the protocol

o Similarly, detail exclusionary criteria: age limits, special populations (minors,
pregnant women, decisionally impaired), use of concomitant medications, subjects
with other diseases, severity of illness, etc.

Inclusion Criteria:

e Self-identifies as the primary care partner of an older adult patient (patient
age > 65 years) with AD/ADRD and oropharyngeal dysphagia (OD)
admitted to the Northwell medicine service

e Age> 18 years

e Designated as the legally authorized representative (LAR) or health care
proxy (HCP), or designated by the LAR or HCP to participate

e Proficient in English

e Has access to a device (e.g. smartphone, iPad, computer) capable of
accessing a web browser

Exclusion Criteria
e Care partner of patient with a percutaneous feeding tube (i.e. PEG, PEJ
used exclusively)
e (are partner of patient who will not be discharged to the home or
community setting (e.g., home, assisted living, independent living)
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e (are partner will not be involved with OD management (e.g. buying or
making food, feeding, supervising) after hospital discharge |

8. NUMBER OF SUBJECTS
e [Indicate the total number of subjects to be accrued locally. If applicable, distinguish
between the number of subjects who are expected to be pre-screened, enrolled
(consent obtained), randomized and complete the research procedures.

o [fyour study includes different cohorts, include the total number of subjects in each
cohort.

o [fthis is multisite study, include total number of subjects across all sites.

The study expects to screen up to 350 potential care partners for eligibility to enroll
N=80 care partners into the study. Of the N=80 participants enrolled, N=40 will be
randomized (blind allocation) to an enhanced control condition (usual care, with
speech language pathologist [SLP] contact information) and the remaining N=40
will be randomized to the intervention condition (usual care, with SLP contact
information + WeCareToFeedDysphagia). We anticipate at least N=60 (25%
attrition) participants will complete research procedures.

9. STUDY TIMELINES
e Describe the duration of an individuals participation in the study
e Describe the duration anticipated to enroll all study subjects
o The estimated date of study completion

Care partners will participate in the study remotely for a total of 3 months.

We anticipate enrollment to last approximately 1 year. The estimated date of study
completion is July 2025,

10. ENDPOINTS
e Describe the primary and secondary study endpoints
e Describe any primary or secondary safety endpoints

We define the feasibility of conducting a full-scale effectiveness trial as:
1. >40% of eligible care partners will be consented;
ii. Attrition rate will be <30% at Time Point 3 (care partner burden at 3 months);
. >80% of care partners will successfully receive the text message after
enrollment (to be verified at the 1-week call with the RA);
iv. >90% of care partners will receive all follow-up text messages (1, 2, and 3
weeks);
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v. >60% of care partners will access WeCareToFeedDysphagia (defined as
reaching the home page); and

vi. >45% of care partners will engage (defined as viewing > 2 pages) with
WeCareToFeedDysphagia.

We will not proceed with the full-scale RCT to determine the effectiveness of
WeCareToFeedDysphagia to reduce care partner burden if we do not meet at least
3 out of the 6 criteria outlined above.

11. RESEARCH PROCEDURES

e [Include a detailed description of all procedures to be performed on the research
subject and the schedule for each procedure.

e Include any screening procedures for eligibility and/or baseline diagnostic tests

e [nclude procedures being performed to monitor subjects for safety or minimize risks

e [nclude information about drug washout periods

e [fdrugs or biologics are being administered provide information on dosing and route
of administration

e Clearly indicate which procedures are only being conducted for research purposes.

o [fany specimens will be used for this research, explain whether they are being
collected specifically for research purposes.

e Describe any source records that will be used to collect data about subjects

e [Indicate the data to be collected, including long term follow-up

We will identify potentially eligible care partners by pre-screening the EHR and
conducting a chart review. Using a previously developed EHR identification tool
described in Section 5, a data analyst will generate a list of potentially-eligible
patients and provide a link to the data file via a PHI-secured SharePoint site. A
consenting coordinator will review these patient records to confirm potential
eligibility using the inclusion and exclusion criteria described in Section 7. The
consenting coordinator will contact the care partner, offer a study description,
confirm interest in participation, evaluate care partner and patient eligibility, review
the verbal HIPA A authorization and consent information and collect verbal consent
from the care partner (for themselves and surrogate consent on behalf of the
individual for whom they provide care). The consenting coordinator will then send
the participant via text-message a link to a REDCap survey to document consent
and authorization, and complete the Time Point 1 (baseline) measures. If the care
partner prefers, Time Point 1 will occur virtually with the care partner using
Microsoft Teams or Zoom. The consenting coordinator will reiterate the purpose of
the research and answer any questions.

We will randomize (blind allocation) the care partner to either the enhanced
condition (usual care, including speech language pathologist (SLP) contact
information) or the intervention (usual care, including SLP contact information, +
WeCareToFeedDysphagia). The study team will collect in the Time Point 1
measures, sociodemographic information, caregiving measures, as well as baseline
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7ZBI-22, CarerQol, CARES Part A and Part B, EAFED-Q, and QUALID via
REDCap. In addition, the study team will collect relevant clinical data from the
patient record (see Section 14 for a full list of variables collected via EHR and care
partner survey).

Enhanced Control Condition (n=40)

In the enhanced control condition, following completion of baseline measures, the
care partner will continue to receive usual care from the patient’s medical team.
The study team will provide information regarding contacting a speech language
pathologist for further information regarding caring for someone with AD/ADRD
and OD. The care partners will also receive information regarding contact for
remaining study assessments (1 month and 3 months post-discharge).

Intervention Condition

@r to Hospital | Recruitment & Consent ‘ \ (N:40 )
Discharge v . . s
o Pt 1 ST — In the intervention condition,
3 (N = 80 care partners for Aim 3) 1 1
Baseline) (No 802 care martmers for Aim 4) folloWlng completion of
' : 3 baseline measures, the care
Enhanced Control Condition Intervention Condition 1 1
(n=40 Care Partners for Aim 3) (n=40 Care Partners for Aim 3) partl:ler Wlll continue to
(n=401 Care Partners for Aim 4) (n=401 Care Partners for Aim 4) receive usual care from the
¥ ¥ . .
Usual Gare + Speech Language Usual Gare + SLP Referal + patient’s medlcalhteam, plus
K Pathologist (SLP) Referral bbbt ki / the study team will provide
| | access to
v .
T — | WeCareToFeedDysphagia.

The study team will provide
all participants a copy of the
information sheet, the team’s

1 Week Post-Discharge

[ [
Reminder Phone Call

Usual Care ‘

: Relnforce Tool Use (R61 only) contact information, and a
TR i . i reminder that study personnel
Post-Discharge will contact them by phone 1
[‘“‘“" i) e ‘ ] week post-discharge to assess
3 Months tool use and answer any
L";‘;‘,‘;";ﬁf:fgfe (Estimated Attrition £25% at 3 Months) J questions. The study team

will provide unique
usernames and passwords to participants in the intervention condition and
instructions on how to access WeCareToFeedDysphagia from any smart device
(e.g., smartphone) or computer. Care partners will receive a text message reminder
about the WeCareToFeedDysphagia resource 1 week, 2 weeks, and 3 weeks after
initial access is granted to the care giver.

Participants in both the enhanced control condition and the intervention condition
will receive text message link to complete repeat assessments of the ZBI-22,
CarerQol, CARES Part A and Part B, EdAFED-Q, and QUALID one month post-
hospital discharge (Time Point 2) and 3 months post-hospital discharge (Time
Point 3) via REDCap. For those care partners who are unable to complete the
REDCap survey on their own, a member of the study team will set up a 30-minute
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virtual (Microsoft Teams or Zoom) call to facilitate completion of the outcome
assessments.

The study team will also collect patient-centered outcomes (defined in Section 14
below) at 1-month and 3-months post initial hospital discharge.

After care partners complete their Time Point 3 assessment, we will offer all care
partners access to WeCareToFeedDysphagia. |

12. STATISTICAL ANALYSIS

Describe how your data will be used to test the hypotheses.

State clearly what variables will be tested and what statistical tests will be used.
Include sample size calculations.

If this is a pilot study, state which variables will be examined for hypothesis
generation in later studies.

Go/No-Go for Future Large-Scale RCT
We define the feasibility of conducting a full-scale effectiveness trial as:
i. >40% of eligible care partners will be consented, calculated as care
partners consented over those eligible and approached

ii. Attrition rate will be <30% at Time Point 3 (care partner burden at 3
months), calculated as non-completers of the assessments over consenters

iii.  >80% of care partners will successfully receive the text message after
enrollment, verified at the 1-week call with the research team;

iv. >90% of care partners will receive all follow-up text messages (1, 2, and 3
weeks), calculated via confirmation response in REDCap;

v. 2>60% of care partners will access WeCareToFeedDysphagia (defined as
reaching the home page), calculated using Google Analytics data or
confirmation response in REDCap; and

vi. >45% of care partners will engage (defined as viewing > 2 pages) with
WeCareToFeedDysphagia, calculated using Google Analytics data or
confirmation response in REDCap

We will not proceed with the full-scale RCT to determine the effectiveness of
WeCareToFeedDysphagia to reduce care partner burden if we do not meet at least
3 out of the 6 criteria outlined above.

Primary, Secondary, and Exploratory Outcomes

Although the effect size is not considered a go/no go criterion, this study is
designed to support a pilot RCT that will inform the sample size calculations for
the full-scale effectiveness trial. We will obtain estimates of the ES on our
primary outcome (care-partner burden at 3-months post-hospital discharge)
among the 2 conditions. We will summarize variables using descriptive statistics
by study condition. Specifically, we will use mean and standard deviation for

Version Date: ~ 08.15.24 Page 14 of 37



continuous variables, and frequency and proportion for categorical variables. Our
primary analysis will be to compute the ES between each pair of means on the
measure of burden (our primary outcome) at the 3-month assessment. For example,
we will compute the ES for Condition 1 versus Condition 2 as (Mean 1-Mean
2)/Standard Deviation. The ES will inform our sample size and power
considerations for the future full-scale RCT.

Secondary Outcomes:

e Care partner burden at 1 month post-discharge

e C(Care-Related Quality of Life (CarerQol) at 1 month and 3 months
post-discharge

e Percent tool engagement (Go/No-Go)

e Percent consented (Go/No-Go)

e Percent attrition at 1 month and 3 months post-discharge (Go/No-
Go)

Exploratory Outcomes:
e Mediating measures:
= CARES Part A at 1 month and 3 months post-discharge
(mediating measures)
= CARES Part B at 1 month and 3 months post-discharge
(mediating measures)
= Sociodemographics
* (linical data
= (Caregiving measures
e EJFED-Q at 1 month and 3 months post-discharge
e QUALID at I month and 3 months post-discharge
e Patient-centered outcomes at 1-month and 3 months post-discharge

Sample Size Considerations

Because this study is designed to inform the sample size calculations for a future
full-scale efficacy RCT, we plan to enroll 10% of the projected sample size needed
for the full-scale RCT (N=60 or 10% of 602, see Figure 2 and power calculation).
To account for an attrition rate of 25% (based on patient mortality and care partner
loss to follow-up) at 3 months, a total of N=80 or n=40 in each condition (enhanced
control and intervention) is needed for the pilot RCT (increase from N=60 to N=80
based on 60 x 1.33-attrition calculation). To meet our 6-month recruitment goal of
N=80, we will need to recruit ~4 care partners per week. Based on our preliminary
work demonstrating an average of ~11 eligible care partners/week, we should have
no issues reaching recruitment goals for this study.

Blind Allocation Procedures

Randomized allocation will be pre-generated via code and uploaded to a REDCap
file accessible only to members of the Institute of Health System Science data
team. The consenting coordinator will email a member of the data team for the next
allocation prior to each individual consent. |
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13. SPECIMEN BANKING

o [fspecimens will be banked for future research, describe where the specimens will be
stored, how long they will be stored, how they will be accessed and who will have
access to the specimens

e List the information that will be stored with each specimen, including how specimens
are labeled/coded

e Describe the procedures to release the specimens, including: the process to request
release, approvals required for release, who can obtain the specimens, and the
information to be provided with the specimens.

| N/A

14. DATA MANAGEMENT AND CONFIDENTIALITY
e Describe the data and specimens to be sent out or received. As applicable, describe:
o What information will be included in that data or associated with the
specimens?
Where and how data and specimens will be stored?
How long the data will be stored?
Who will have access to the data?
o  Who is responsible for receipt or transmission of data and specimens?

O O O

e Describe the steps that will be taken to secure the data during storage, use and
transmission.

Regular meetings will take place with the PI and other members of the study team
to ensure protocol adherence and data accuracy. This protocol collects data from
electronic health records (EHR) and self-reported surveys.

Both EHR and survey data will be collected and stored securely in coded format
within REDCap, a Northwell-approved system for collecting and storing research
data, including PHI. Only IRB-approved members of the study team will have
access to the study REDCap.

Data Variables To-Be Collected:

Care Partner Burden

Post-hospital care partner burden will be assessed using the Zarit Burden
Scale (ZBI-22) at 3 months. The ZBI-22 addresses personal strain, which is
rated with 5 frequency-related response categories, scored 0 (never) to 4
(nearly always). The total score ranges between 0 and 88 (higher scores
indicating higher burden). A score less than 21 has been suggested to
indicate care-partner burden. We will measure care-partner burden at
baseline, 1 month, and 3 months (long term) using technology. Outcome
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measures will be captured through a REDCap link which will be sent to the
care partner's smart phone/device.

Care-Related Quality of Life (CarerQol)

Post-Hospital Care-Partner Quality of Life will be measured using the Care-
Related Qol-7D. The Care-Related Qol-7D measures well-being (CarerQol-
VAS or visual analog scale) and subjective burden (CarerQol-7D). The
CarerQol-VAS measures happiness, using endpoints between 'completely
unhappy' (0) and 'completely happy' (10). Subjective burden is measured on
7 dimensions (fulfillment, relational problems, mental health, daily
activities problems, physical health, and support), and rated as (i) no, (ii)
some, and (iii) a lot. The weighted score ranges from 0-100 (worst to best
caregiving situation). We will measure care-partner quality of life using
technology. Outcome measures will be captured through a REDCap link
which will be sent to the care partner's smart phone/device.

The Caregiver Analysis of Reported Experiences with Swallowing
Disorders (CARES)

(CARES) is a 26-item survey (scored as "yes" or "no") divided across 2
subscales: Part A-Checklist of Behavioral Changes (10 items) and Part B-
Measures of Subjective Caregiver Stress (16 items). Each part is scored
separately (1 point for every "yes" response) out of 10 (Part A) and 16
points (Part B). Part A is scored with a maximum of 10 points and Part B is
scored with a maximum of 16 points. Scores are continuous, with lower
scores indicating more self-efficacy with behavioral (Part A) and stress
(Part B) management. CARES Parts A and B will be administered at
baseline, 1 month, and 3 months using technology. Outcome measures will
be captured through a REDCap link which will be sent to the care partner's
smart phone/device.

The Edinburgh Feeding Evaluation in Dementia Questionnaire (EdFED-Q)
The Edinburgh Feeding Evaluation in Dementia Questionnaire (EdFED-Q)
is an 11-item instrument, which assesses eating and feeding problems in
people with late-stage dementia (less than 5 minutes to complete). The care
partner assigns a score (0 to 2, never, sometimes, or often occurring) to each
item; higher scores (range 0 to 20) indicate greater feeding dysfunction. The
EdFED-Q will be administered at baseline, 1 month and 3 months using
technology. Outcome measures will be captured through a REDCap link
which will be sent to the care partner's smart phone/device.

Quality of Life in Late-Stage Dementia Scale (QUALID)

The Quality of Life in Late-Stage Dementia Scale (QUALID), an 11-item,
is a reliable and valid scale, administered to care partners for rating QoL in
late-stage dementia. A 5-point scale is used to capture the frequency of each
item (scores range from 11 to 55, low scores reflect a higher QoL). The
QUALID will be administered at 1 month and 3 months using technology.
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Outcome measures will be captured through a REDCap link which will be
sent to the care partner’s smart phone/device.

Sociodemographics
The sociodemographic questions will consist of patient’s and care partner’s
age, gender, race or ethnicity, income, and education.

Clinical Data

Clinical data will consist of patient diagnoses (clinical and psychiatric
comorbidities); patient's level of cognitive impairment (Clinical Dementia
Rating Scale, CDRS), and patient's OD severity (recommendation of
dysphagia diet types or non-dysphagia diet types).

Caregiving Measures

Caregiving measures will consist of the relationship between care partner
and patient; time since assuming the care partner role; number of other care
partners; overall number of caregiving responsibilities (e.g., financial,
physical, medical); OD-related caregiving responsibilities (e.g., purchasing
and preparing food, feeding); and other factors of caregiver burden such as
clinical and psychiatric comorbidities.

Patient-Centered Outcomes

Patients will be assessed for outcomes including 1) acute care visits
(emergency department visits and hospital readmissions; differentiating
between aspiration and non-aspiration related complaints); 2) dehydration
(requiring intravenous or subcutaneous fluid administration); 3) nutritional
intake (weight loss greater than 3 kg, 1-3 kg, and no weight loss; derived
from the Mini Nutritional Assessment, MNA); 4) behavioral and
psychological symptoms of dementia (BPSD, Neuropsychiatric Inventory
Questionnaire, NPI-Q).

National Institutes on Aging Clinical Research Operations & Management
System (CROMS) Screening and Enrollment Questionnaires

The funding agency of this study requires the collection of standardized
demographic information from all funded clinical trial aims and enrollment
to facilitate early interventions to help with enrollment challenges,
particularly among underrepresented populations. Participants will have the
ability to select “prefer not to answer” to any of the items listed. Variables
collected include age, sex, gender, sexual orientation, race, ethnicity,
patient’s cognitive status, education level, household income, occupation
category, marital status, living situation, primary language spoken,
insurance status, zip code, and dates associated with screening, enrollment,
and study participation

All data collected for this research will be maintained in its original and unaltered
source data state indefinitely and stored within the Quantitative Intelligence Data
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Lake, on a Microsoft Azure platform, which complies with all Northwell security
standards and best practices for processing Protected Health Information (PHI). QI,
as Honest Brokers, will have access to direct identifiers for linkage purposes and
will retain the map/linkage between datasets in the event that data needs to be re-
identified and/or for traceability purposes. Data collected for this study may be
used for future research in coded format without additional consent pursuant to any
conditions outlined within the consent form participants signed, and with
appropriate IRB approval as required. Access to identifiable data is controlled and
limited to IRB-approved individuals who have completed all required human
subjects protection training.

This research is funded by the NIH; a Certificate of Confidentiality has been issued
for this research. Certificates of Confidentiality (CoCs) protect the privacy of
research subjects by prohibiting disclosure of identifiable, sensitive research
information to anyone not connected to the research except when the subject
consents or in a few other specific situations. In addition, per NIH requirement for
Data Management and Sharing, scientific data generated as a result of this research
will be shared broadly via OpenScience: https://cos.io/. The Open Science
Framework is a free, open-source web application built to provide researchers with
a free platform for data and materials sharing. There will be no identifiable data
posted to this website. In addition, a description of this clinical trial will be
available on http://www.Clinical Trials.gov, as required by U.S. Law.

15. DATA AND SAFETY MONITORING PLAN

A specific data and safety monitoring plan is only required for greater than minimal risk

research. For guidance on creating this plan, please see the Guidance Document on the
HRPP website.

Part I — this part should be completed for all studies that require a DSMP.
Part Il — This part should be completed when your study needs a Data and
Safety Monitoring Board or Committee (DSMB/C) as part of your Data and
Safety Monitoring Plan.

Part I: Elements of the Data and Safety Monitoring Plan

Indicate who will perform the data and safety monitoring for this study.

Justify your choice of monitor, in terms of assessed risk to the research subject’s
health and well being. In studies where the monitor is independent of the study staff,
indicate the individual s credentials, relationship to the PI, and rationale for selection
List the specific items that will be monitored for safety (e.g. adverse events, protocol
compliance, etc)

Indicate the frequency at which accumulated safety and data information (items listed
in # above) will be reviewed by the monitor (s) or the DSMB/C.

Version Date: ~ 08.15.24 Page 19 of 37



e Where applicable, describe rules which will guide interruption or alteration of the
study design.

o Where applicable, indicate dose selection procedures that will be used to minimize
toxicity.

e Should a temporary or permanent suspension of your study occur, in addition to the
IRB, indicate to whom will you report the occurrence.

The Principal Investigator (PI) will be responsible for ensuring partic%pants’ safety
on a daily basis, and that each individual engaged in research 1s qualified to do so
by virtue of education, training and experience to perform the delegated task.

This project proposes a non-systematic collection method of reported events to
determine if an adverse event has occurred, and to determine next steps, if any, for
reporting. Events reported by participants that meet the definition of an adverse
event during the time frame specified in the protocol (e.g., from the start of
intervention through the end of study procedures) will be collected in electronic
format using REDCap.

Definitions

Definitions are from the January 2007 OHRP Guidance on Reviewing and
Reporting Unanticipated Problems Involving Risks to Subjects or Others and
Adverse Events, OHRP Guidance.

Adverse Event (AE):

An unfavorable change in the health of a participant, including abnormal laboratory
findings, that happens during a clinical study or within a certain amount of time
after the study has ended. This change may or may not be caused by the
intervention/treatment being studied. The Northwell Health IRB further defines
AEs to encompass both physical and psychological harms.

Serious Adverse Event (SAE):
Any adverse event that:

e Results in death

o Is alife-threatening experience

o Hospitalization (for a person not already hospitalized)

o Prolongation of hospitalization (for a patient already hospitalized)

e Persistent or significant disability or incapacity

o Congenital anomaly and/or birth defects

o Event that jeopardizes the subject and may require medical or surgical
treatment to prevent one of the preceding outcomes.

In this trial, we do not expect adverse events (serious or otherwise) to occur as part
of care partner’s participation in this research. We do not consider any patient-
centered outcomes collected to require adverse event assessment.

Unanticipated Problem (UP):
Defined by DHHS 45 CFR part 46 as any incident, experience, or outcome that
meets all the following criteria:
e unexpected, in terms of nature, severity, or frequency, given (a) the
research procedures that are described in the protocol-related
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documents, such as the IRB-approved research protocol and informed
consent document; and (b) the characteristics of the study population;

o related or possibly related to participation in the research (in this
guidance document, possibly related means there is a reasonable
possibility that the incident, experience, or outcome may have been
caused by the procedures involved in the research);

e suggests that the research places participants or others at a greater risk
of harm (including physical, psychological, economic, or social harm)
than was previously known or recognized.

CLASSIFYING ADVERSE EVENTS
Should adverse events be reported, the severity, expectedness, and potential
relatedness to the study intervention will be classified according to the below:

Severity

o Mild: Awareness of signs or symptoms, but easily tolerated and are of
minor irritant type causing no loss of time from normal activities.
Symptoms do not require therapy or a medical evaluation; signs and
symptoms are transient.

o Moderate: Events introduce a low level of inconvenience or concern to
the participant and may interfere with daily activities but are usually
improved by simple therapeutic measures: moderate experiences may
cause some interference with functioning.

o Severe: Events interrupt the participant’s normal daily activities and
generally, require systemic drug therapy or other treatment; they are
usually incapacitating

Expectedness

AEs will be assessed as to whether they were expected to occur or unexpected,
meaning not anticipated based on current knowledge found in the protocol.
Categories are:

o Unexpected - nature or severity of the event is not consistent with
information about the condition under study or intervention in the
protocol, consent form, product brochure, or investigator brochure.

o Expected - event is known to be associated with the intervention or
condition under study.

Relatedness
The event’s potential relationship to the study intervention and/or participation is
assessed according to the below:

o Related: An event is “related” if it is likely to have been caused by the
research procedures.
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e Probably/Possibly Related: An event is considered to be probably or
possibly related to the intervention if there is a greater than 50% chance
that the event was caused by the study procedures.

e Unrelated: The adverse event is clearly not related to the research - i.e.,
another cause of the event is most plausible; and/or a clinically plausible
temporal sequence is inconsistent with the onset of the event and the
study intervention and/or a causal relationship is considered biologically
implausible.

REPORTING PROCESSES

All adverse events that are serious (SAE), unexpected (have not been defined
as expected) and related to the research will be reported to the NIA Program
Officer, the study’s Data and Safety Monitoring Board (DSMB) chair, and the
Northwell Health IRB within 48 hours of the study's knowledge of the SAE, per
NIA policy.

Unanticipated Problems (UP) that are determined by the Northwell Health IRB to
meet the criteria of an Unanticipated Problem as defined above by will be reported
to the NIA Program Officer and the study’s Data and Safety Monitoring Board
(DSMB) within 48 hours of that determination. A report will be submitted to OHRP
by the Northwell Health IRB as per 45 CFR 46(a)(4)(i), and according to the IRB’s
standard operating procedures for reportable events.

All other adverse events (events that meet the definition of an AE, but are not
unanticipated problems or an unexpected, related SAE) will be reported to the
study’s DSMB annually, or at a frequency requested by NIA Program Officer
and/or by the DSMB.

|

Part II: Data and Safety Monitoring Board or Committee

o When appropriate, attach a description of the DSMB.
e Provide the number of members and area of professional expertise.
e Provide confirmation that the members of the board are all independent of the study.

Although this single-site study is considered minimal risk, the funding agency
(NTA) has appointed a data safety and monitoring board. Please see the attached
DSMB Charter for more information. The NIA-appointed DSMB will provide
recommendations for study initiation to the study team and NIA electronically, via
email, prior to the start of the research. Meetings of the DSMB will then be held
regularly (e.g., every six to nine months) at the call of NIA or the DSMB Chair.\

16. WITHDRAWAL OF SUBJECTS

Version Date: | 08.15.24 Page 22 of 37



Describe anticipated circumstances under which subjects will be withdrawn from the
research without their consent

Describe procedures for orderly termination

Describe procedures that will be followed when subjects withdraw from the research,
including partial withdrawal from procedures with continued data collection.

Should a care partner choose to withdraw themselves and the patient from research,
they will be instructed to contact the study team to withdraw. Participants will be
contacted by a member of the research team confirming their study withdrawal, and
to answer any questions they may have. All data up until the receipt date of
participant contact for withdrawal will be included in the research study.

17. RISKS TO SUBJECTS

Describe any potential risks and discomforts to the subject (physical, psychological,
social, legal, or other) and assess their likelihood and seriousness and whether side
effects are reversible. Where appropriate, describe alternative treatments and
procedures that might be advantageous to the subjects.

Include risks to others , like sexual partners (if appropriate)

Discuss why the risks to subjects are reasonable in relation to the anticipated benefits
and in relation to the importance of the knowledge that may reasonably be expected
to results

Describe the procedures for protecting against or minimizing any potential risks,
including risks to confidentiality, and assess their likely effectiveness.

The probability and magnitude of harm or discomfort anticipated from the care
partner’s participation in this research is not greater than those ordinarily
encountered in daily life.

Potential risks associated with the intervention include:

e Psychological risks: Some of the assessment questions may be considered
personal or may be upsetting to participants; such experiences are usually
temporary. We will inform individuals they can skip any question they do
not want to answer during the interview process and will provide linkage to
care (counseling) should a care partner become distressed or uncomfortable
during the interviews. In the event of high levels of distress, the participant
will be referred to our NWH outpatient geriatrics faculty practice or our
adult outpatient psychiatry service. The study team will facilitate this
connection for all interested study participants. They may alternately be
referred to the Alzheimer’s Disease Caregiver Support Initiative and/or
provided information on Alzheimer’s Disease and Healthy Aging,
Caregiving Support by the Centers for Disease Control and Prevention
(CDC). Resources and support.

e Privacy risks: A potential risk of taking part in this study is the possibility
of a loss of confidentiality or privacy. Measures to mitigate risks to loss of
privacy are detailed in Section 20.
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The study team will explain to participants that participation is voluntary and they
are able to withdraw at any time without impacting the current or future care of the
care partner or the patient at Northwell Health.

18. RESEARCH RELATED HARM/INJURY
e Describe the availability of medical or psychological resources that subjects might
need as a result of anticipated problems that may be known to be associated with the
research.
o [fthe research is greater than minimal risk, explain any medical treatments that are
available if research-related injury occurs, who will provide it, what will be provided,
and who will pay for it.

Research-related injuries are not expected for this no greater than minimal risk
study.

19. POTENTIAL BENEFIT TO SUBJECTS

o Explain what benefits might be derived from participation in the study, noting in
particular the benefit over standard treatment (e.g. a once-a-day administration
instead of four times a day, an oral formulation over an IV administration).

o Also state if there are no known benefits to subjects, but detail the value of knowledge
to be gained

Care partner participants may benefit from content, tools, and resources provided
via the WeCareToFeedDysphagia platform.

The current standard of care strategies (dysphagia diets and rehabilitative-
swallowing exercises) are either poorly communicated to care partners or fail to
address important caregiving needs, yet there are currently no interventions that
address these unmet needs. Although many websites provide health information,
such information is often inaccurate, sensational, and not tailored for specific
conditions. Delivering intervention content via a web based platform maximizes
reach for care partners of patients with AD/ADRD, who experience unique barriers
to in-person participation, including the inability to leave the person with
AD/ADRD alone.

The study team believes the risks of confidentiality loss are reasonable in relation
to the proposed potential long-term benefits of directly addressing OD-related
burden in care partners of persons with AD/ADRD, which is critical for improving
dementia care and care partner outcomes
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20. PROVISIONS TO PROTECT PRIVACY INTERESTS OF SUBJECTS

e Describe the methods used to identify potential research subjects, obtain consent and
gather information about subjects to ensure that their privacy is not invaded.

e [n addition consider privacy protections that may be needed due to communications
with subjects (such as phone messages or mail).

The researchers take the issue of privacy very seriously. Study information will be
stored in a Northwell-approved database drive to store PHI (e.g. SharePoint and
REDCap), and it will only be accessible to research staff listed on the approved
IRB protocol. Names or other identifying information will not be shared with those
outside the research team. Phone numbers and email will only be used for study-
related communications. Any phone calls or emails will be sent to participants
through the respective study site’s secured server and calls made in a secured area.

Along with the organizational administrative, technical and physical safeguards and
IRB approved measures, data privacy and security procedures will include:
(1) training staff on data sensitivity and protocols for safeguarding
confidentiality;
(2) capturing and storing follow-up assessments in REDCap, a secure web-
based HIPAA compliant application designed to support data capture for
research studies; and
(3) using restricted logon identification and password protection computer
protocols for all computerized entry, retrieval, and analysis.

Additionally, all personnel will be instructed in the ethics of electronic data access.
Everything will follow the strict Health Care Information and Technology —
Privacy and Security rules, regulations, policies and procedures, and protocols
established at Northwell Health based on the industry standards. Application and
data access will be controlled by appropriate authentication and authorization
measures. It is the policy of the health system to use encryption safeguards on
Sensitive and Highly Sensitive data as defined in the Data Classification Policy
(900.12), such as ePHI, to ensure data authenticity and integrity where reasonable
and appropriate, and in accordance with applicable laws and regulations.

We will establish and ensure that appropriate limits on the type and amount of
information collected, used, and/or disclosed are in place. This will increase
privacy protections and is essential to building trust in electronic exchange of
individually identifiable health information because it minimizes potential misuse
and abuse. Northwell Health’s Information System Review and Audit Controls
Policy (900.27) will allow us to maintain a comprehensive internal security control
and audit program, and established procedures and record keeping activities to
ensure proper legal, ethical and business practices. This will complement the user
authentication process and acts as a deterrent to internal abuse by making users
aware that audit trails, access reports, and security incident tracking reports are
produced, reviewed and, where applicable, investigated. These internal security
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controls may take various forms including regular information system activity
review. These reviews incorporate logon monitoring, audit trails and logs, access
reports, and manually produced security incident tracking reports for network and
ePHI systems. It is the policy of health system to have departmental procedures
(e.g., human resource, corporate security and information services) to grant, modify
and revoke access, permissions and rights to health system networks, systems,
applications, facilities and physical locations to staff based on their roles and
responsibilities.

21. COSTS TO SUBJECTS

e Describe any foreseeable costs that subjects may incur through participation in the
research

o [ndicate whether research procedures will be billed to insurance or paid for by the
research study.

WeCareToFeedDysphagia access will be provided to participants at no cost.
Participants randomized to the enhanced control condition will receive access to
the WeCareToFeedDysphagia platform at the conclusion of their study
participation.

This study uses text messaging to deliver notifications, reminders, and surveys.
Standard message and data rates from the participant’s wireless carrier may apply
to the study participant. Study participants will not be compensated for any costs
related to data usage or sending or receiving text messages by the study or by
members of the study team. |

22. PAYMENT TO SUBJECTS

e Describe the amount of payment to subjects, in what form payment will be received
and the timing of the payments.

Care partners will receive a $50 ClinCard after completion of Time Point 1
(baseline). Care partners will receive an additional $25 to their ClinCard after
completion of both Time Points 2 (1-month post discharge) and 3 (3-months post
discharge) up to $100 total.

23. CONSENT PROCESS

If obtaining consent for this study, describe:
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e Who will be obtaining consent

o Where consent will be obtained

o Any waiting period available between informing the prospective participant and
obtaining consent

o Steps that will be taken to assure the participants’ understanding

e Any tools that will be utilized during the consent process

e Information about how the consent will be documented in writing. If using a
standard consent form, indicate such.

e Procedures for maintaining informed consent.

A consenting coordinator will pre-screen patient records for potential
participants via hospital visit information, age, race, ethnicity, gender, sex,
history of dementia, OD diagnosis, and legally authorized representative (LAR)
or health care proxy (HCP). For those eligible, the consenting coordinator will
contact the LAR or HCP (who might be the same person or who might direct
the research team to another care partner) to provide study information and
offer the opportunity to participate. The EMR will be reviewed for contact
information to speak with the LAR/HCP via phone. The research team member
will verbally offer the LAR/HCP or other care partner information about the
study, explain all aspects of study participation, and state that participation of
the study is voluntary, that the care partner may opt out at any time, and that the
decision to decline to participate or to opt out will not affect the patient’s
treatment.

After verbal consent and authorization, the consenting coordinator will send a
text-message with a link to REDCap hosted econsent to document their consent
and authorization to participate. After the form’s submission, the consenting
coordinator who undertook the consent process will review the form for
completion and use the REDCap Locking and E-signature functions on the
form to disable future changes to the form. The E-signature function will
require the consenting coordinator to enter their Northwell credentials to
authenticate the signature. The participant will be considered enrolled once the
consent form has been reviewed for an acceptable signature and the consenting
coordinator has E-signed the form.

A copy of the consent form including participant responses and documentation
of the consenting coordinator’s Locking & E-signature will be exported as a
PDF from REDCap. PDF copies of signed consent forms will be made
available to participants via a securely sent email using Northwell’s encryption
system. A copy of all signed forms will be stored in a HIPAA-secured,
Northwell approved storage drive with protected access to only the PI and
research personnel listed on the study protocol.

In the state of NY, any participants under the age of 18 are considered children. If your
study involves children, additional information should be provided to describe:
e How parental permission will be obtained
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e From how many parents will parental permission be obtained

o  Whether permission will be obtained from individuals other than parents, and if
so, who will be allowed to provide permission. The process used to determine
these individual’s authority to consent for the child should be provided

o Whether or not assent will be obtained from the child

o How will assent be documented

o  Whether child subjects may be expected to attain legal age to consent to the
procedures for research prior to the completion of their participation in the
research. If so, describe the process that will be used to obtain their legal
consent to continue participation in the study. Indicate what will occur if consent
is not obtained from the now-adult subjects.

| N/A

If the study involves cognitively impaired adults, additional information should be
provided to describe:
o The process to determine whether an individual is capable of consent
e [ndicate who will make this assessment
e The plan should indicate that documentation of the determination and
assessment will be placed in the medical record, when applicable, in addition to
the research record.
o [fpermission of a legally authorized representative will be obtained,
o list the individuals from who permission will be obtained in order of priority
o Describe the process for assent of subjects, indicate whether assent will be
required of all, some or none of the subjects. If some, which subjects will be
required to assent and which will not.
o If assent will not be obtained from some or all subjects, provide an
explanation as to why not
o Describe whether assent will be documented and the process to document
assent
o Indicate if the subject could regain capacity and at what point you would
obtain their consent for continued participation in the study

The focus of this study is on care partners of patients. This study has
designed all patient-related information (secondary participants) to be
obtained through care partner and electronic medical records as to not
disrupt the patient and their medical care. Care partners eligible for
participation in this study care for patients that have baseline cognitive
disruption and diminished or lack of capacity, e.g. e.g. progressive dementia
with associated oropharyngeal dysphagia as documented in the medical
record. Oropharyngeal dysphagia in patients with dementia is indicative of
advanced disease and therefore the inability to understand and provide
consent. Since no direct patient contact is required for data collection in this
study, in order to reduce the burden of approaching patients with advanced
dementia in the stressful hospital setting, it would be least disruptive for the
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study team to forgo any direct communication with the patient and proceed
to speak directly to the LAR. As such, we propose that the care partner of
these secondary participants provide surrogate consent for collection of
medical record information to assess secondary outcomes.

If the study will enroll non-English speaking subjects:

Version Date: |

Indicate what language(s) other than English are understood by prospective
subjects or representatives

Indicate whether or not consent forms will be translated into a language other
than English

Describe the process to ensure that the oral and written information provided
to those subjects will be in that language

If non-English speaking subjects will be excluded, provide a justification for
doing so

The study is committed to enrolling a racially and ethnically diverse
population. This stage of study is focused on piloting the
WeCareToFeedDysphagia platform for effect size estimates and feasibility
to conduct a subsequent full-scale RCT. In the future, it will be especially
important to obtain this feedback from individuals who are non-English
speaking, and the intention once we document feasibility and proof of
greater effectiveness over usual care methods through our project’s
forthcoming RCT, is to seek funding to build virtual delivery capabilities
that are fit-for-purpose in research involving individuals who are non-native
English speakers.

Having a platform capable of accurately displaying research requirements
and study related material is especially important for speakers whose
language involves characters that may not be easily displayed electronically
or may introduce formatting errors. We aim to be transparent that further
research is needed to assess feasibility in the same delivery with non-
English speaking individuals. Injustice has no place in research with human
subjects and undermines public trust in science, thus we are committed to
enrolling a racially and ethnically diverse population in this protocol and for
all research conducted by the Institute for Health System Science.

Towards that commitment, we anticipate that many participants interested
in this current research project will represent racial and ethnic minority
groups. Race and ethnicity (not just English proficiency) are strongly
correlated with access to care, environmental exposures, income,
employment, and other social determinants of health, which, by definition,
affect health outcomes. We will collect information to help inform virtual
research delivery and do not believe that focusing on English speaking
participants in this study - those that may be from ethnically and racially
diverse populations - will confirm pre-existing bias or will later negatively

08.15.24 Page 29 of 37



impact equitable access, participant comprehensibility or

research design applicability to the diverse populations that may be solicited
for participation in future studies. We would be happy to further discuss
considerations for equality in research and ways we as researchers and
ethics professionals can address bias and structural injustices.

24. WAIVER OR ALTERATION OF THE CONSENT PROCESS  [XIN/A

Complete this section if you are seeking an alteration or complete waiver of the consent
process.
e Describe the possible risks of harm to the subjects involved in this study and
explain why the study involves no more than minimal risk to the subject:
o FExplain why the waiver/ alteration will not adversely affect the rights and welfare
of subjects
e Explain why it is impracticable to conduct this research if informed consent is
required
e Explain why it is not possible to conduct this research without using the
information or biospecimens in an identifiable form
o [f appropriate, explain how the subjects will be provided with additional pertinent
information after participation. If not appropriate to do so, explain why.

Complete this section if you are obtaining informed consent but you are requesting a
waiver of the documentation of consent (i.e., verbal consent will be obtained). To
proceed with a waiver based on these criteria, each subject must be asked whether they
wish to have documentation linking them to this study. Only complete subsection 1 OR
subsection 2.

SUBSECTION 1
o Explain how the only record linking the subject to the research would be the
consent document.
e Explain how the principal risk of this study would be the potential harm resulting
from a breach in the confidentiality
o [ndicate whether or not subjects will be provided with a written statement
regarding the research.

)

SUBSECTION 2
e  Describe the possible risks of harm to the subjects involved in this study and
explain why the study involves no more than minimal risk.
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o Confirm that the research only involves procedure for which consent is not
normally required outside the research context.

o [ndicate whether or not subjects will be provided with a written statement
regarding the research.

25. WAIVER OF HIPAA AUTHORIZATION L1 N/A

Complete this section if you seek to obtain a full waiver of HIPAA authorization to use
and/or disclose protected health information.

e Describe the risks to privacy involved in this study and explain why the study
involves no more than minimal risk to privacy:

e Describe your plan to protect identifiers from improper use or disclosure and to
destroy them at the earliest time.

e Indicate why it is not possible to seek subjects’ authorization for use or
disclosure of PHI.

e Indicate why it is not possible to conduct this research without use or disclosure
of the PHI.

o Indicate if PHI will be disclosed outside NSLIJ Health System, and if so, to whom.
Note: PHI disclosed outside NSLIJ Health System, without HIPAA authorization
needs to be tracked. Please see guidance at www.nslij.com/irb for information
about tracking disclosures.

Complete this section if you seek to obtain a partial waiver of the patient’s
authorization for screening/recruitment purposes (i.e., the researcher does not have
access to patient records as s/he is not part of the covered entity)

Note: Information collected through a partial waiver for recruitment cannot be shared
or disclosed to any other person or entity.
e Describe how data will be collected and used:
o Indicate why you need the PHI (e.g.PHI is required to determine eligibility,
identifiers are necessary to contact the individual to discuss participation, other)
e [Indicate why the research cannot practicably be conducted without the partial
waiver (e.g. no access to medical records or contact information of the targeted
population, no treating clinician to assist in recruitment of the study population,
other)

Data will be collected from electronic health records. PHI is needed to
determine eligibility of potential subjects, identifiers are necessary to contact
the individual to discuss participation in the study. The use of protected health
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information involves no more than a minimal risk to the privacy of individuals
given our plan to protect the identifiers from improper use and disclosure and
this written assurance that the protected health information will not be reused
or disclosed to any other person or entity, except as required by law, for
authorized oversight of the research project, or for other research for which the
use or disclosure of protected health information would be permitted by this
subpart. The research EHR screening and chart review could not practicably
be conducted without the waiver or without access to and use of the protected
health information. |

26. VULNERABLE POPULATIONS:

Indicate whether you will include any of these vulnerable populations. If indicated,
submit the appropriate appendix to the IRB for review:

Children or viable neonate

Cognitively impaired

Pregnant Women, Fetuses or neonates of uncertain viability or nonviable
Prisoners

NSLIJ Employees, residents, fellows, etc

poor/uninsured

Students

Minorities

Elderly

Healthy Controls

LI IXAL

If any of these populations are included in the study, describe additional safeguards that
will be used to protect their rights and welfare.

This research will not involve special vulnerable populations such as fetuses, neonates,
children, prisoners, institutionalized individuals or other vulnerable populations. We
are not targeting pregnant women, employees, minorities, students, the uninsured, or
the elderly, however we will not exclude their participation in this research.

Potential participants will be educated about their rights as a research participant.
Educational materials and informed consent will explain participation in this research
study will not impact the quality of care received by a caregiver participant themself or
those they provide care to at Northwell Health. Employee or student participation or
non-participation in this study will have no bearing on an individual’s position at
Northwell Health (employment or school).

Any data collected from the medical record of cognitively impaired patients will be
protected as per Section 14 of the protocol.
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27. MULTI-SITE HUMAN RESEARCH (COORDINATING CENTER)

If this is a multi-site study where you are the lead investigator, describe the management
of information (e.g. results, new information, unanticipated problems involving risks to
subjects or others, or protocol modifications) among sites to protect subjects.

| N/A \
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