JMIR RESEARCH PROTOCOLS Patel et &l

Protocol

Complete Lifestyle Medicine Intervention Program—Ontario:
Implementation Protocol for a Rural Study

Kush Patel!, BHSc; LisaAllen?, PhD; Karine Boucher®, BSc, RD; Michelle Fedele®, BSc, RD; Debbie Fong®, BASC,
RD, MBA; Sangeeta Kumar®, MEd; Deanna Lavigne’, BSc; Elisa Marin-Couture®, BSc, MSc; Magdalena
Partyka-Sitnik?, BA; Nicole Rietze’, CDE RD; Jenna Smith-Turchyn®, PhD; Mylene Juneau®, DipABLM, MD; Caroline
Rhéaume’, DipABLM, BSc, MD, MSc, PhD

INorthern Ontario School of Medicine University, Sudbury, ON, Canada

2Parry Sound Local Education Group, Parry Sound, ON, Canada

3College of Dietitians of Ontario, Toronto, ON, Canada

4College of Traditional Chinese Medicine Practitioners and Acupuncturists of Ontario, Thornhill, ON, Canada

SDeanna Lavigne Kinesiology, Huntsville, ON, Canada

6Depa\rtment of Kinesiology, Faculty of Medicine, Université Laval, Québec, QC, Canada

"West Parry Sound Health Center, Parry Sound, ON, Canada

8school of Rehabilitation, McMaster University, Hamilton, ON, Canada

9Department of Family Medicine and Emergency Medicine, Faculty of Medicine, Université Laval, Québec, QC, Canada

Corresponding Author:

Caroline Rhéaume, DipABLM, BSc, MD, MSc, PhD
Department of Family Medicine and Emergency Medicine
Faculty of Medicine

Université Laval

2325 Rue de l'Université

Québec, QC, G1V0AGL

Canada

Phone: 1 418 575 1595

Email: caroline.rheaume@fmed.ulaval.ca

Abstract

Background: Sedentary lifestyles, poor nutritional choices, inadequate sleep, risky substance use, limited social connections,
and high stress contribute to the growing prevalence of chronic diseases. Lifestyle medicine, emphasizing therapeutic lifestyle
changesfor prevention and treatment, has demonstrated eff ectiveness but remainsunderutilized in clinical settings. The Complete
Lifestyle Medicine Intervention Program—Ontario (CLI1P-ON) was devel oped to educate the rural population of Northern Ontario
in lifestyle medicine to improve health outcomes and engagement.

Objective: Thisstudy evaluatestheimplementation and effectiveness of the CLIP-ON program for patientswith chronic diseases
in the Parry Sound area, focusing on lifestyle behaviors, health outcomes, enrollment, retention rates, and interdisciplinary team
engagement.

Methods: Thisobservational cohort study guided by the RE-AIM framework (Reach, Effectiveness, Adoption, Implementation,
and Maintenance) includes pre- and postintervention assessments from participants and health care providers. A hybrid type Il
mixed methods design evaluates the intervention’s effectiveness and implementation process in real-world settings through
guantitative and qualitative data collection. CLIP-ON is tailored to the residents of the Parry Sound catchment areain Northern
Ontario. Participants (=18 years old) with chronic conditions such as prediabetes, type Il diabetes, systemic hypertension,
cardiovascular vascular disease, dyslipidemia, or high BMI (=25) will be recruited through self-referral or provider referral.
Approximately 10 participants per cohort will be enrolled in the CLIP-ON program, consisting of 22 weeks of weekly group
sessions and monthly individual consultations with physicians, health coaches, kinesiologists, and registered dieticians either in
person or through aweb-based platform. CLIP-ON will cover the 6 pillars of lifestyle medicinethrough 14 group sessionsfollowed
by an 8-week supervised exercise program. Anthropometric and cardiometabolic variables will be measured before and after the
program. Participantswill be surveyed on lifestyle habits, wellness, perceived barriers, and program satisfaction at 3 and 6 months.
Focus groups and dropout interviews with participants (n=10 per cohort) and providers (n=6 per cohort) will guide program
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adaptations. Quantitative and qualitative data collected at baseline and follow-up will assess the program’s implementation and
identify barriers and opportunities for improvement.

Results: This study was approved by the Laurentian University Research Ethics Board (6021397) on July 6, 2023. The first
cohort was enrolled in late 2023 and is still under evaluation. The second cohort began in mid-2024, and data collection is currently
underway. A mixed methods analysiswill be used at enrollment, program compl etion (22 weeks), and follow-up (6 months after
program completion). Focus groups assessing the program’s effectiveness and implementation will take place after the 22-week

intervention. Data will be analyzed in early 2025.
Conclusions:

This protocol provides insights into the implementation of this lifestyle medicine program and its impact on

participants’ health. The findings will guide future advancements and establish a scalable model for other communities.

Trial Registration:
International Registered Report Identifier (IRRID):

(JMIR Res Protoc 2024;13:€59179) doi: 10.2196/59179

Clinical Trials.gov NCT06192251; https://clinicaltrials.gov/study/NCT06192251
DERR1-10.2196/59179
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Introduction

Background

Chronic diseases, also known as noncommunicable diseases
(NCDs) such as cancer, cardiovascular disease, cerebrovascular
disease, and diabetes, are among the leading causes of deathin
Canada, with their prevalence steadily rising [1]. Hypertension,
the leading global risk factor for death and disability, remains
uncontrolled in more than 50% of patients [2]. NCDs are
responsible for over 74% of globa deaths annually [2-4],
significantly affecting vulnerable and low-income populations
[5-7]. Despite clear benefits from improved lifestyle choices,
including better nutrition, regular physical activity, and stress
reduction, there remains limited research on the long-term
sustainability of these changes and the role of physician
intervention [5,7-9].

Sedentary lifestyles, poor nutritional choices, and increased
stress play significant roles in chronic disease development
[7,8,10], with type Il diabetes affecting over 10% of the
population worldwide [11]. Type Il diabetes, primarily linked
to cardiovascular disease, contributes to over 1 million deaths
annually [7,12-14]. Chronic disease—related health care costs
in Canadaaccount for morethan US$136 billion annually [15],
emphasizing the need for lifestyle interventions to reduce this
burden [1,14].

Lifestylemedicineisaninterdisciplinary medical specialty that
focuseson 6 key pillars such asdietary changes, regular physical
activity, stress management, restorative sleep, positive social
connection, and avoidance of risky substances such as alcohol
and tobacco has been shown to improve outcomes in chronic
conditions [16-18]. Moreover, with its patient-centered focus
[6,19-21], lifestyle medicine addresses the root causes of disease,
aligning with the P4 (Preventive, Predictive, Personalized, and
Participatory) medicine approach [6,22,23]. Achieving optimal
health through a maintained commitment to lifestyle medicine
has been shown to reverse many stages of chronic disease,
reduce hospitalization and hospital costs, improve chronic
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disease management, and promote better health outcomes
[4,5,14,24-28].

Studies indicate that the adoption of evidence-based lifestyle
medi cine practi ces has gained traction, with numerous programs
demonstrating effectiveness in improving health outcomes and
promoting sustainable behavior change[9,29-31]. Other studies
support the adoption of evidence-based lifestyle medicine
practices across North America [9,20,32,33]. Such evidence
highlights the potential for lifestyle medicine to be integrated
into routine health care, paving the way for broader acceptance
and implementation in various clinical environments.

However, despite these promising outcomes, effective
implementation of lifestylemedicinein clinical settingsremains
challenging. A strong patient-provider collaborative relationship
is essential for achieving adherence to treatment plans and
informed health care decision-making [34]. The physician’s
role as a health coach is critical in this process, underscoring
the importance of training clinicians in lifestyle medicine
practices [5,12,16,35]. Yet, many physicians report a lack of
confidence and skillsin delivering lifestyle medicine effectively
[20], especially in rural areas. During the COVI1D-19 pandemic,
virtual and digital platforms, such aslifestyle management tools,
were developed to support patients [10,36], which has proven
to be crucial for eguitable health care access [16,35]. These
tools hold the potential to address barriersin underserved areas
where health care resources are limited, particularly in rura
Settings.

In this context, it becomes essential to evaluate the real-world
implementation of lifestyle medicineto identify both successes
and challenges, ensuring that lifestyle medicine can be
effectively integrated into routine health care. Thisisespecially
relevant in rural areas, where health care accessislimited, and
the burden of chronic disease is high. Parry Sound, a rura
community in Northern Ontario with a population of 6879 and
acatchment areaof 42,824 (including 10% Indigenousresidents)
[26,29,36,37], experiences disproportionately high rates of
diabetes (8%) and hypertension (20%) compared with the
provincial average[27]. These factors makeit anideal location
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for integrating lifestyle medicine into care. Incorporating
traditional Indigenous teachings, which emphasize the
interconnectedness of mind, body, spirit, and emotions, can
bridge gaps between traditional Western medicine and
Indigenous Healing Practices and improve population health
outcomes [28,36,38].

Inspired by the New York Lifestyle Medicine program [36,38],
in 2023 our medical and research team, in collaboration with
the health care community in Parry Sound, developed an
innovative and whole health program named the Complete
Lifestyle medicine Intervention Program, Ontario (CLIP-ON).
These comprehensive interdisciplinary aims are to educate
participants on the 6 pillars of lifestyle medicine and inform
them about their integration into daily life to mitigate chronic
disease and enhance overal health. To facilitate the
implementation of lifestyle medicine practices, various models
and methodol ogies have been proposed [39]. Among these, the
RE-AIM framework (Reach, Effectiveness, Adoption,
Implementation, and Maintenance) servesasavaluabletool for
evaluating the impact of lifestyle medicine interventions in
diverse settings [40,41]. To the best of our knowledge, thisis
thefirst programinlifestyle medicinein arural areain Ontario.
Our overarching hypothesis is that the implementation of
CLIP-ON will significantly improve lifestyle behavior, health
outcomes, and participant engagement, with feedback from
participants and health care providers informing rea-time
program improvements.

Primary Objective

To evaluate the implementation and effectiveness of the
comprehensive web-based platform and in-person CLIP-ON
program for patients with chronic disease in the Parry Sound
area, focusing on its impact on lifestyle behaviors, health
outcomes including cardiometabolic parameters, and
participants’ engagement.

Secondary Objectives

The secondary objectives of thisstudy are (1) to assessthereach
and adoption of the CL1P-ON program by evaluating participant
enrollment, and retention rates and (2) to gather and analyze
direct feedback from participants and health care providers to
inform real-time program improvements and enhance the
program’s overall effectiveness.

Methods

Design
This protocol outlines an observational cohort study guided by
the RE-AIM framework (Reach, Effectiveness, Adoption,
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Implementation, and Maintenance) and includes pre- and
postintervention assessments from participants and health care
providers (RE-AIM milestones Multimedia Appendix 1). A
hybrid design type Il mixed methods approach [42,43] will be
used to simultaneously evaluate both the effectiveness of the
CLIP-ON and itsimplementation processin area-world setting.
Thiswill involve the collection and analysis of both quantitative
and qualitative data.

The CLIP-ON programisaninterdisciplinary lifestylemedicine
intervention delivered both virtually and in person, specifically
tailored for residents of the Parry Sound catchment area in
Northern Ontario. Within this district are 3 First Nation
Communities (Wasauksing, Moose Deer Point, and Shawanaga
First Nations), each of which hasrequested accessto CL1P-ON.
The study design is summarized in Figure 1, and the
participant’s and health care providers measurements are
presented in Table 1. Following informed consent, each
participant will have an initial appointment with a certified
lifestyle medicine physician at West Parry Sound Health Centre
before starting the CL1P-ON program. Participantswill complete
the Physical Activity Readiness Questionnaire (PAR-Q+) by
the Canadian Society of Exercise Physiology [44] to identify
risk factors during moderate physical activity. A Physical
Activity Readiness Medical Examination (PARmed-X) [45]
will aso be completed for participants who had potential
medical complicationsfrom exercise according to their response
to the PAR-Q+. During this visit, they will undergo a medical
review and physical examination. They will aso receive a
requisition for blood work to establish their baseline
cardiometabolic data. Each participant will complete abaseline
(intake Lifestyle and health) questionnaire on Google Forms
with the assistance of atrained research staff member over the
phone. This preprogram questionnairewill collect demographic
and baseline information about their lifestyle according to the
6 pillars of lifestyle medicine. Cardiometabolic variables will
be measured before and after the CLIP-ON intervention.
Participants will be surveyed by phone at 3- and 6-months
regarding lifestyle habits, wellness, perceived barriers, and
program satisfaction. At the end of the program, web-based
platform (through Zoom) focus groups with participants and
health care providers will be conducted to discuss their
experiences and provide feedback for program devel opment.
Focus groups and dropout interviews with patients
(approximately 10 per cohort, anticipating a drop-out rate of
10% based on similar studies[29], and providers (approximately
6 per cohort) will provide iterative feedback, enabling program
refinement. The 2 cohorts are planned, with potential for
expansion based on the available funding. The study timeline
isillustrated in Figure 2.
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Figure 1. CLIP-ON protocol. The intake lifestyle and health progress questionnaire was inspired by the Lifestyle Assessment Short Form [46], the
36-1tem Short Form Health Survey, and the Patient Health Questionnaire-9 [47,48]. The Physical Activity Readiness Questionnaire (PAR-Q+) [44] and
PARmed-X [45] were used to measure physical activity readiness. The 6 pillars of health inspired by the American College of Lifestyle Medicine are
nutrition, sleep, relationships, physical activity, risky substance use, and stress management [18]. Three- and 6-month health progress questionnaires
were inspired by the questions used in the New York City Health [38,49,50], the Hospital lifestyle medicine program, and the Complete Health
Improvement Program lifestyle medicine program at Vanderbilt University [51,52].
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Table 1. Participants and health care providers measurements.
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Measurement

Time

Variables

Details

Intake Lifestyle and Health Par-
ticipants Questionnaire

Health progress questionnaire®

Anthropometric measurements
Hemodynamic measurements

Cardiometabolic measurements

Headlth care provider question-
naire

Participants focus group

Health care provider focus

Baseline, 6 months, and 12

months

3 months and 6 months

Pre- and postprogram

Pre- and postprogram

Pre- and postprogram

Preprogram

End of program

End of program

Food consumption, motivation and
confidence, neighborhood food environ-
ment, physical activity, media use and
screen time, substance use, sleep,
health, behavior, and well-being, and
socio-demographics

Similar to the intake questionnaire but
includes additional questionson socia
support, satisfaction with the program

Health, weight, BMI, and waist circum-
ference

Blood pressure and heart rate

Hemoglobin, ions (calcium, magne-
sium, phosphate, sodium, potassium),
Fasting blood glucose, Glycated
Hemoglobin, cholesterol Lipid panels
(total cholesterol, high-density
lipoprotein cholesterol, low-density
lipoprotein cholesterol, plasma,
triglycerides) creatine glomerular filtra-
tion rate, Urinetest: microalbumin, and
albumin-creatine ratio

Provider social demographics, creden-
tials, practice location

Experiences, benefits, challenges, pro-
gram feedback, their thoughts on
lifestyle medicine pillars addressed,
and program continuation

Feedback on recruitment strategies,
their experiences, their thoughtson the
content and materials provided, chal-
lenges encountered, future sustainabili-
ty, suggestions for future program im-
plementation cohort

Administered through phone or online,
inspired by inspired by the Lifestyle

Assessment Short Form [46], the short
form survey instrument SF-362and the

PHQ-9° [47,48].

Conducted by phone with aresearch
assistant

Measurements taken by health care
providers

Measurements taken by health care
providers

Blood and urine tests collected for
analysis

Completed before program involve-
ment

Virtual focus group using a semistruc-
tured script led by an independent re-
searcher or assistant

Virtual focus group using a semistruc-
tured script led by an independent re-
searcher or assistant

85F-36: 36-item Short Form Survey.
bPHQ-9: Patient Health Questionnaire-9.

®These questionnairesinclude questions used in the Complete Heal th Improvement Program (CHIP) lifestyle medicine program at Linda LomaUniversity
and the New York City Health and Hospital lifestyle medicine program [38,49]. In addition, the Warwick, -Edinburgh Mental Well-Being scale guided
the inclusion of questions pertaining to mental health [51,52]. Together, these existing surveys alow both quantitative and qualitative elements to be

included in this study.

Figure2. Timeline. It illustrates the key tasks throughout the study timeline. The first year focused on grant preparation, recruitment, preassessment,
and intake questionnaires to prepare the first cohort. Year 2 emphasizes group sessions, individual appointments, end-of-program questionnaires, and
postassessment for Cohort 1, while a soinitiating the same processfor Cohort 2. Year 3 will primarily focus on dataanalysis and knowledge dissemination.
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Figure 1 demonstrates participant flow throughout the CLIP-ON
study, a hybrid lifestyle medicine program designed for rural
Northern Ontario. The program addresses 6 pillars of hedlth:
healthy nutrition, regular physical activity, restorative sleep,
stress management, avoiding risky substance use, and fostering
positive relationships. Patients could meet health care providers
in person or through aweb-based platform. Group sessions and
exercise classes during the 22-week program were availablein
3 formats: in person, through a web-based platform, or as
recorded sessions for later access. Intake lifestyle and health
progress questionnaire inspired by the Lifestyle Assessment
Short Form [46], the short form survey instrument SF-36 and
the PHQ-9[47,48]. Physical Activity Readiness Questionnaire:
PAR-Q+ [44] and PARmed-X [45]. Three- and 6-Month Health
Progress Questionnaire inspired by the questions used in the
New York City Heath [38,49,50] and Hospital Lifestyle
Medicine program and the CHIP lifestyle medicine program at
Vanderbilt University [51,52].

Participants

Inclusion Criteria

Adult participants (= 18 years) with chronic diseases such as
prediabetes, type Il diabetes mellitus, systemic hypertension,
coronary heart disease, peripheral vascular disease, dydipidemia,
or health concerns related to excessive body weight (BM1=25)
will be recruited. Participants must reside in the Parry Sound,
Ontario catchment area.

Exclusion Criteria

Participants with unstable medical conditions that prevent
successful completion of program elements will be excluded.
In addition, individuals who are unable to provide consent, do
not meet the requirements of PARmed-X, and are unable to
engage in alow-intensity, a professionally supervised exercise
program will also be excluded.

Recruitment

Participantswill berecruited through self-referral or referral by
health care providers. Multiple avenues will be pursued to
enhance recruitment efforts and reach a diverse population.
Posters will be distributed throughout the Parry Sound
community in high-traffic public locations such as grocery
stores, coffee shops, libraries, and various departments within
the Parry Sound Community Hospital. Pamphlets will be made
available at health care provider clinics both within and outside
of the hospital, including the Family Heath Team and
nurse-practitioner-led clinics. In addition, both posters and
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pamphletswill be distributed to local health care providers, who
will be encouraged to share on social media (Facebook and
Instagram [Meta]) in accordance with the ethical agreement to
maximize outreach to the target population. These
comprehensive recruitment strategies aim to ensure saturation
of the rural environment and ensure equal opportunities for
eligible participants to join the program.

Implementation Assessment

The CLIP-ON implementation assessment is guided by the
RE-AIM framework which defines 5 dimensions: reach,
effectiveness, adoption, implementation, and maintenance
[40,41]. These dimensions will also help guide enhancements
to the CLIP-ON program. Further details are provided in
Multimedia Appendix 1.

Description of the CLIP-ON Program

Overview

The CLIP-ON program will consist of 22 weeks of weekly
group sessions held at the local Parry Sound Bobby Orr
Community Centre and monthly individual consultations, either
in person at West Parry Sound Health Center or virtually, with
an interdisciplinary team including physicians, a health coach,
and registered dieticians. Participants will be encouraged to
attend all 22 weekly classes and exercise sessions in person.
However, a web-based platform option will be available for
instances when they are unable to attend. Both the group class
sessions and exercise sessionswill be recorded for participants
to access later. Each participant will receive a cookbook,
exercise bands appropriate for their fitnesslevel, and US $14.22
gift cardsfor local grocery storesas compensation for their time
in completing program surveysand participating in focus groups.

Fundamentals of Lifestyle Medicine Group Class

CLIP-ON will cover the 6 pillars of lifestyle medicine through
12-14 group sessions on the Fundamental s of Lifestyle Medicine
followed by an 8-week supervised exercise program devel oped
and supervised by a kinesiologist. Table 2 outlines the topics
covered in these group classes with a brief description of each.
These classes will address the importance of the human
microbiome and nutrition, fitness, positive relationship
integration, stress and sleep management, and navigation of
substance use toxicity and addiction. Concurrently, participants
will discuss goal setting and planning with their lifestyle
medicine physician, health coach, and dietician to incorporate
knowledge and skills devel oped through the classes into their
lives while mativating their successin the program.
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Table 2. Topics and descriptions of each Fundamentals of Lifestyle Medicine group class.

Patel et &l

Providers

An overview of what lifestyle medicine is and small group discussions for participants

Mostly focused on the gut microbiome, what it does, how every pillar can help build and

Two classes, one focused on explaining the recommendations of Canada's food guide,
and another on discussing food preparation, practical cooking tips, and reading food |abels.

Two Classes, one on the importance and benefits of physical activity and The Canadian
Society of Exercise Physiologists' recommendations, and another class on how to move

Two classes, one on the benefits of sleep and what happensif we do not get enough sleep,
another class on how to build our sleep hygiene, and an overview of insomnia and Cog-

Classtopic Class description
Introduction
to meet each other.
Microbiome
maintain it, and what happensif we do not.
Nutrition
Physical activity
safely.
Sleep
nitive Behavioral Therapy for insomnia.
Stress

Social connectionsand posi-
tive psychology

Relationshipswith ourselves
and others

Two classes, one on the impact of stress and the different ways it can manifest itself in
our lives, and another class on stress management techniques.

One class on the impact of social isolation and the Positive Emotion, Engagement, rela-
tionships, Meaning, and Accomplishment (PERMA) [53,54] model of positive psychol-
ogy for happiness and fulfillment.

One class on the concepts of Mindful Self-Compassion was developed by Kristin Neff
and Christopher Germer, and Nonviolent Communication was developed by Marshall B.
Rosenberg.

One class on theimpact of addictions, therisk factorsthat can lead to addictive behaviors,

Risky substances and addic-
tions and how to build our own resilience.
Conclusion Discussion of takeaways and habit-building tips.

Lifestylemedicine physician

Lifestylemedicine physician

Dietitian

Kinesiologist

Lifestylemedicine physician

Health coach

Lifestylemedicine physician

Lifestyle medicine and
health coach

Lifestylemedicine physician

Lifestylemedicine physician

Exercise Group Class

An 8-week exercise program will be led by a registered
kinesiologist and will follow the Fundamental Lifestyle
Medicine group class session. The program will be structured
yet adaptable to accommodate each participant’s abilities and
limitations. Before the exercise program, the kinesiologist will
present the Education Sessions-Fitness Fundamentals, where
they will explain why participants should exercise and how to
be safe doing so. A booklet describing all activities will be
shared with the participantsthat outline safe exercise guidelines,
the rating of the Borg care of perceived exertion [44,55], when
to stop exercising (symptoms and what to do), how to adapt the
program, and exercises plan with picture of each exercise. The
kinesiologist will then teach the entire exercise programin group
sessions with the participants. Each session will last 1 hour and
will follow this sequence warm-up, resistance training, cardio,
flexibility, balance, core, and cool down. The exercise will use
body weight resistance and a physiotherapy band appropriate
for each person’s capacity.

Enrollment

Participants will be screened according to the inclusion and
exclusion criteria by the physician during their initial medical
consultation. Eligible participants will be informed about the
study’s purpose, procedures, potential risks, and benefitsduring
the informed consent process before enrolment. Participants
will be made aware of their right to withdraw consent at any
point during the study without any impact on their care.

https://www.researchprotocols.org/2024/1/€59179

Retention

The research staff and health care providers will striveto build
strong rapport with participants encouraging them to attend the
22 weekly classesheld in person at thelocal Parry Sound Bobby
Orr Community Centre. If participants are unable to attend in
person, a web-based platform option will be provided, along
with access to recorded sessions. This approach ensured
accessibility and adaptability to meet diverse patient needs.
Attrition will be closely monitored, and for those who choose
to leave the study, a structured exit interview with a research
assistant will be conducted to gather feedback and identify
potential areas for improving the program.

Ethical Considerations

This study received ethics approval from the Laurentian
University Research Ethics Board (6021397) on July 6, 2023,
and adheres to the guidelines stated in the Declaration of
Helsinki. This study was registered at ClinicalTrials.gov
(NCT06192251) in November 2023. Trained research staff
informed participants of their right to withdraw themselvesand
the information collected on them up until the time of
withdrawal, and informed consent was obtained. Patient data
is available only to program health care providers and is
segregated from research data. Participants are assigned a
research code following the informed consent process, which
links their research data through the study to allow appropriate
analyses. Participant information is deidentified, and results
will be published in thismanner aswell to ensure confidentiality.

JMIR Res Protoc 2024 | vol. 13 | €59179 | p. 7
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR RESEARCH PROTOCOLS

Results

Thefirst cohort of participants was enrolled in late 2023 and is
still under evaluation. Data collection for the second cohort
began in mid-2024 and is currently underway, with a projected
end date in early 2025. A total of 16 participants have been
recruited as of November 2024. Data analysiswill be conducted
in mid-2025, and we anticipate submitting the final manuscript
by the end of 2025. A mixed method analysis [42,43] will be
used to analyze the quantitative and qualitative data, collected
individually at enrollment, program completion (22 weeks),
and follow-up (6 months after program completion). Focus
groups will be conducted after the 22-week intervention to
assess the program’s effectiveness and implementation.

Initial findingsindicate that participants have gained knowledge
about lifestyle changes, particularly in stress management and
health behavior choices, and positively impacted their friends,
family, and community by sharing their experiences. As more
datais analyzed, it is anticipated that participants who commit
to making changes will show improvement in their physical
and mental well-being with the knowledge and practiceslearned
from the classes and interdisciplinary health team.

In addition, initial participants included members of the local
First Nation communities who raised concerns about
accessibility for other First Nations such as challenges with
significant travel and limited accessto web-based platforms. In
response to these concerns, thereis confirmed interest in hosting
aCLIP-ON cohort within these communitiesto ensure equitable
access for all interested members.

Discussion

Expected Outcomes

We anticipate that these findings will support the long-term
goa of establishing a lifestyle medicine program for rural
Ontario communitiesthat combines education, digital platforms,
and interactions with an interdisciplinary health team. Its
holistic, patient-centered approach to medicine strives to
promote lifestyle changes that can prevent and treat chronic
diseases, transform patient care in a manner that has been
demonstrated to be successful in large urban centers and
encourage its adoption and adaptation by health care providers
across Canada. Our long-term goa is to demonstrate that
CLIP-ON positively impacts community health and decreases
health care use by reducing the impact of chronic illness.

Comparison to Previous Studies

CLIP-ON is the first lifestyle medicine program that will be
conducted virtually and in-person in a rura Canadian
community setting, while other Canadian lifestyle medicine
interventions, such as Canadian Health Advanced Nutrition for
Graded Exercise (CHANGE), have been implemented in large
primary care settings in a physical format only [9,33]. This
study will investigate the impact of incorporating all 6 pillars
of lifestyle medicine as opposed to selected pillars
[49-52,55-58]. It isalso designed for patientswith broad chronic
diseases compared to other lifestyle medicine studiesthat focus
on patients with specific chronic diseases [57,59-61]. Like the
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New York City lifestyle medicine program, CLIP-ON is built
around al 6 pillars of health while providing individual support,
goal setting, dietary recommendations, and monitoring support
of an interdisciplinary health team [29,30,38]. However, Parry

Sound's catchment area spans 9222 km? which is much larger

than New York City’s 790-km? urban setting [26,62]. The Parry
Sound region includes 8 municipalities and townships and 4
First Nation communities housing over 42,000 residents who
sometimes must travel long distances to access just primary
care[26]. Therefore, understanding the unique challenges faced
by rural Ontario communities will alow modifications to the
program design that will be considerate of socioeconomic status,
geographic and  transportation  barriers,  preexisting
patient-physician relationships, and cultural diversity.

The ability for participantsto attend all programming virtually
and in person was a core design to enhance program
accessibility. This hybrid structure will also alow the
onboarding of health care providers located throughout the
province to engage in CLIP-ON more easily. Considering the
vast catchment area of Parry Sound, limited transportation
methods, and financial disparity within the region, it is
understood that all participants may not have or have accessto
weekly transportation for classes. The research team will assist
inidentifying patient transport services to facilitate participant
attendance at key program sessions wherever possible to
enhance accessibility. A preexisting patient-physician
relationship may result in discomfort for either participants or
providers or introduce biased treatment towards some
participants. Therefore, the research team will ensure that
participants are matched with providers that they do not have
an existing professiona relationship with. Finally, specia
considerations will be incorporated for local Indigenous
populations to be inclusive and respect their cultural
requirements, including a land acknowledgment before every
session and including providers with related experience and
understanding of individual challengesand cultural differences.

These desigh elements distinctly position CLIP-ON asawhole
health program designed to hel p all patientsincorporate changes
in various aspects of their lives in a setting where a lifestyle
medicine program has yet to be introduced and piloted.

Strengths

CLIP-ON is the first lifestyle medicine program designed for
rural communities in Ontario. This included extensive
engagement with local health care providers and community
membersto understand their unique challenges and preferences.
It incorporates specific design elements such as virtua
programming, which increases program accessi bility for patients
facing geographic barriers so that they can attend classes,
exercise sessions, and meetings with health care providers
remotely. The hybrid delivery model provides flexibility,
allowing patients to choose in-person or virtual participation,
which is crucial for geographicaly isolated individuals. In
addition, it enables the recruitment of remote health care
providers, increasing the feasibility of building an
interdisciplinary health team for the program. This flexibility
offers CLIP-ON to be a sustainable, impactful, and scalable
model of preventative health care.
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The involvement of an interdisciplinary team of health care
professionals, including physicians, dietitians, health coaches,
and kinesiologists, provides a comprehensive care approach
that addresses various facets of participants’ health, enhancing
thelikelihood of sustainable health improvements. Furthermore,
the program’s use of the RE-AIM framework ensures that
implementation is evaluated through a robust and credible
scientific approach, facilitating future scalability and
applicability to other regions.

Initial observations have noted that the group structure and
interactions during lifestyle medicine classes and exercise
sessions facilitate social connectedness within the first cohort.
The program’s focus on peer support and social interaction has
led to increased participant accountability, as individuals share
challenges and strategies within the group setting. Research
shows that this peer support is often key to maintaining
long-term behavior change [63]. Finaly, the 2-cohort design
of this study enables efficient incorporation of feedback from
cohort one to enhance the program design for cohort two. The
patient-centered approach, which integrates real -time feedback
from participants and health care providersthrough focus groups
and surveys, ensures continuous refinement of the program to
meet participants’ needs and further enhance satisfaction and
engagement.

Limitations

This study has some limitations. Parry Sound’s small coretown
population of 6879 combined with the geographic barriers
associated with itsvast catchment areaand lack of public transit
limited theinitial recruitment to only 8 participantsin the first
cohort, as opposed to the anticipated 10-12 [25]. This small
sample size may limit the statistical power of the study, making
it difficult to establish significant findingsthat are generalizable
to other rura communities. To mitigate this, we are actively
exploring strategies such as broader outreach to health care
providers within the catchment area and forming partnerships
with community organizations to raise awareness of the
program.

Initial feedback also suggests that some participants found the
program duration of 6 monthsto be too short for achieving and
maintaining meaningful lifestyle changes. Extending the
program duration could allow participants moretimeto solidify
lifestyle adjustments. In addition, longer follow-upswill support
the long-term impact of lifestyle medicine on chronic disease
management. To facilitate this, additional follow-up sessions
and group support beyond the 6-month mark are being
established to reinforce lifestyle habits. This could offer amore
gradual transition toward self-management for participants.

Theweb-based platform, whileincreasing accessibility for most,
may present technological barriersfor older participants or those
unfamiliar with using web-based platforms. This could
potentially reduce engagement for certain segments of the
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population, especially if support for technology use is not
adequately provided. To alleviate this, we have introduced a
brief training session for participants on how to use the virtual
platform, and technical support is now available throughout the
program.

Future Directions and Dissemination Plan

We plan to conduct a follow-up assessment at 12 months and
beyond to evaluate the sustainability of lifestyle changes and
improvementsin health outcomes among participantsto provide
valuable insights into the long-term impact of the CLIP-ON
program. We will also explore the possibility of scaling the
CLIP-ON program to other rural communities in Northern
Ontario, considering adaptations based on the unique needs and
cultural contexts of those populations. Wewill collaborate with
local Indigenous communities to incorporate traditional health
practices and teachings into the CLIP-ON program. This
integration may enhance cultural relevance and improve health
outcomes among Indigenous participants. We also plan to
investigate the use of mobile health applications and web-based
platforms to enhance participant engagement and accessibility
such as tools for tracking progress, providing education
resources, and facilitating communication with heath care
providers.

The results of this study will be shared locally through grand
round presentations and with the hospital senior team and board
members. Thereisacommitment from West Parry Sound Health
Centre to support this study, and findings are regularly shared
with senior leadership, the local education group executive,
local primary care provider family health teams, and the Parry
Sound Ontario Health Team. We will provide the results of the
findings to each of these groupsin an appropriate presentation
at their request. In addition, we will share the results through
publication and presentation within our Northern Ontario School
of Medicine University and through presentation at the annual
research conference.

Conclusion

This protocol paper will provide valuable insights into the
implementation of alifestyle medicine program, which will be
evaluated for its impact on participants’ health. The goal isto
establish and disseminate an effective framework for secondary
prevention, management, and in some casesreversal of common
chronic diseases. By assessing the real-world implementation
of this program, we aim to identify both successes and areas
for improvement, ensuring the feasibility and sustainability of
integrating lifestyle medicineinto routine health care practices.

This comprehensive evaluation will not only guide future
advancements in lifestyle medicine but also help establish a
culturally inclusive and scalable model that can be adapted to
benefit other communities, particularly thosein resource-limited
or rural settings.
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