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A. Title: Web (YouTube) based educational intervention to improve patient-
physician awareness of cardiovascular risk in rheumatoid arthritis

B. Organizational detail: Rush is a not-for-profit health care, education and research enterprise.
Rush University Medical Center (RUMC) encompasses a 664-bed hospital. The mission of RUMC is
to provide the best care for our patients. A unique combination of research and patient care has
earned Rush national rankings in 9/ 16 specialty areas in U.S. News & World Report's 2013-14
America's Best Hospitals issue. Our education and research endeavors, community service
programs are dedicated to enhancing excellence in patient care in the Chicago area. RUMC’s core
values — innovation, collaboration, accountability, respect and excellence —translate into highest
quality patient care. The Department of Medicine’s leadership is dedicated to supporting research
endeavors to improve patient care. Hence, both the organization and departmental leadership are

committed to improving patient care W"j?#
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Other resources available to the Pl: On site Center for Clinical Studies, a busy clinical trials
unit located within the Division of Rheumatology, helps with study coordination and patient
recruitment; and clinical assessments are performed on site. It has been conducting clinical
research and clinical trials successfully for more than 15 years. Approximately 30-40
protocols/year are performed, which include investigator-initiated research and multi site
clinical trials in RA and other conditions. It maintains a disease-oriented database of
potential study volunteers. Other Center resources include nurse coordinators, a reqgulatory
affairs specialist, patient recruiters, phlebotomists, administrative, clerical and front-office
staff, and physician faculty of the Division of Rheumatology. Two conference rooms with
audio-visual equipment are available. In addition, networked computer facilities are available
for study coordination, statistical and data analysis, and database management.
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Interdisciplinary Leadership of the proposed project and their specific roles are as follows:
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Meenakshi Jolly, MD, MS is the lead Pl and an Associate Professor in Department of Medicine
(Division of Rheumatology). She is responsible for the concept, study design, regulatory aspects,
patient recruitment, data procurement, data management, analysis, interpretation, educational
intervention (El), manuscript preparation and presentations. The Pl is an experienced and
trained clinical investigator in patient reported outcomes and efforts to optimize health
outcomes. She has a record of accomplishment with successful completion of projects; has
published in peer-reviewed journals and presented her research nationally and internationally.

Rasa Kazlauskaite, MD is an Assistant Professor of Preventive Medicine & Internal Medicine
(Preventive Cardiology & Endocrinology, Diabetes and Metabolism). Her expertise is in
cardiovascular risk screening and management, and is a Pl on NIH funded studies. Her role
will be in study design, development of study surveys (CVR awareness) and intervention
modules (expert opinion), data int Wﬁwscript preparation.
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D. Objectives: We proposel'![b;_conduct th WO pfl!iﬁs.'\mth the following aims:

1. El development phase. %M

Aim 1. To develop a multi-level web-based El for improving CVRA targeted to the patients with
RA and their primary health care providers (PHCPs; see definition in section F). The intervention
will be designed over the first 6 months in collaborative effort of patients and the trans-
disciplinary panel of experts in rheumatology, preventive cardiology/endocrinology, and
experimental health and social psychology.

ologls‘gitthe Department of Preventive

Rheumatology at JSH.

nuscript preparation.
RUE. He will assist with
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C. Goal: Our goal is t

cardiovascular risk awa RA) in rheumatoid arthi

2. Pilot-testing phase.

Aim 2A. To compare changes in CVRA in RA patients (a) after web-based El. We hypothesize a
20% increase in CVRA (measured using standardized survey) at 2-3 months post intervention;
(b) among patients with and without web-based El. We hypothesize significantly greater
improvement in CVRA (using standardized survey) among RA patients with El as compared
to RA patients without El, at 2-3 months.
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Aim 2B. To explore changes in cardiovascular risk screening (CVRS) at the primary health care
visits among RA patients with and without El, at one year.

E. Assessment of Need: Health care and disease burden of cardiovascular disease among men
and women is substantial. Cardiovascular disease (CVD) is the leading cause of death and a
major cause of disability worldwide. Coronary artery disease (CAD) is the leading cause of death
worldwide. In the United States, CVD accounted for 34.4 % of the 2.4 million deaths in 2003,
and remains a major cause of health disparities and rising health care costs. In 2006, health care
spending and lost productivity from CVD exceeded $400 billion. Traditional risk factors for CVD
are male gender, dyslipidemia, hypertension, diabetes, smoking and family history of CVD.
Women have unique risk factors for CAD (2), and CAD’s impact on women traditionally has
been under appreciated due to higher rates at younger ages in men. The death rates from CAD
in US women 35-54 yrs of age a;i&%?‘;mﬂﬁa_se is the leading cause of death in
women in every major develop ntry and most'ém'éféin economies. First women-specific
recommendations for CVD_@fE\'I‘éntio ed.in 19&.’_1:1%2007, CVD still caused

approximately 1 death/rajﬂﬁte among women in the dajor gaps among patients and
physicians remain regirl'f!l'ing RA in women.
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addressal of modifiable

N ultiqeouslv targeting RA-
specific risks. The increased VD risk in RA cannot be explainediby trad-lh'i'ional risk factors.
Immune dysregulationsystenigi .
elevated thrombotic mal'ﬁers, med and ngp-steroidal anti-
inflammatory medications) extra-articCtiarma estati%ﬂ-ﬁ)ntribute to increased CVD risk
in RA (2-4). The absolute risk o%&}ghest for eldgw,,' le patients with RA, whereas
relative risk is highest among young fema jith RA (5). Innala et al reported
traditional CVD risks to explain new CVD events in very early RA, and it being potentiated by

high disease activity (6). Hence, attention to both traditional and RA-specific factors to decrease
CVD morbidity and mortality in RA is required.

Primary preventive screening before the onset of CVD is key to identifying modifiable
traditional CVD risk factors (7). European League against rheumatism (EULAR) guidelines
recommends CVRS using national guidelines for all RA patients (5). It has been suggested that in
patients with low CVD risk and inactive RA, a lower frequency of assessment (e.g. every 2-3
years), could be adopted. Currently there are no guidelines on this from the American College
of Rheumatology. National Cholesterol Education Program guidelines recommend checking for
dyslipidemia in adults > 20 yrs every 5 years for the general population; to have this tested
more often if either there is dyslipidemia on screening, male gender >45 yrs, or a woman > 50
years, HDL <40 mg/dl, or if there are other risk factors for CVD. Current US preventive services

06/02/2017 Page | 3



ORA: 14090405-IRB01 Date IRB Approved: 10/31/2016 Amendment Date: 7/6/2017

task force guidelines strongly recommends dyslipidemia screening for men aged = 35 yrs, and
for men between 20-35 yrs only if they are at increased risk of CVD. For women, dyslipidemia
screening is only recommended if they are at risk for CVD by them. Using these guidelines, RA
patients of any gender and age would be eligible for CVD and dyslipidemia screening.

Patient-Physician based Els to target CVD risks are successful and can improve health outcomes.
Several studies show that El targeting CVD risks can improve outcomes and health behaviors. In
a study aimed at improving CVRA, a tailored El and CV risk screening were offered in two
communities. Greater knowledge was noted on post screening; 44% had consulted their
internist, while 69% made at least one healthy behavior change (8). Diabetes El is associated
with self-management behavior (9-10), thus improving care outcomes, without having a major
impact on health care costs (10).In another study aimed at improving diabetes care, an El that
targeted both the patient and physicia Wﬁ& the largest and most consistent drop in
hemoglobin A1C, as well as the Meatment cost ﬁﬂ.‘-),:,-,-;_suggesting that the patient-
physician dyad based El, maj@'é'a bettein meither son alone, as is being proposed
in this project.

=
Web-based El (includi : oving practice patterns
and health outcomes‘in se ab-ha 3 : al advantages over
conventional classfioom ased El as they prowde erX|b|I|ty, priva ‘fime efficient utility to

users. For health sérvice d duick access, globally
to vast number o] ati ’ y, quick imple nta%n, with least

eatd%nt of dyslipidemia in

Current Clinical G'%s Ide
RA is far from optimal, e

specific risk/s are w D in RA. However, the
presence of RA does 'ﬁg alwa A patights (> 65 years), primary
lipid screening was per iNge ients should receive
dyslipidemia screening, reéh}:dless of t : e A Juste,g'r dicted probabilities of lipid

screenm were 26% for RA at -,g____: rheumatolon pralone, to 44- 48% for atlents with

any lipid testing (18- 19). Furthermore, upto 26% of RA patients without CVD have sufficiently
high risk for CVD to require statin therapy, yet and most of them remain untreated (20).

Potential reasons for poor CVRS in RA, despite the indication may include lack/limited
knowledge among RA patients and their PHCP’s about the CVD risk. Lack of knowledge in
general about CVD risks in women and their PHCPs has been previously reported. Women do
not always perceive themselves to be at risk for CVD (21). Furthermore, existent medical
literature is lacking in published studies in the United States in RA that (i) ascertain patient or
physician awareness of CVD risks, or (ii) compare the rates of CVRS pre and post El against RA
patients receiving usual care from PHCP. These are lost opportunities to make PHCP’s aware of
the existent gap in knowledge and thus the need for changing behaviors. In a study done in
United Kingdom, only 32% of general practitioners identified RA as a risk for CVD (22). They
reported lack of educational resources on this matter.
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Secondly, lack of clarity on primary responsibility for CVRS in RA, in a patient seeing two or
more physicians, may contribute to low CVRS and treatment. RA patients who saw their
primary care physician in the past year, in addition to their rheumatologist, were more likely to
get CVRS by their PHCP (23). Time constraints during each visit may also burden the PHCP.
Performance of CVRS to Physician Quality Reporting Initiative (PQRI) in RA may be helpful.

Currently, there are no published, effective, El targeting patient-PHCP CVRA in RA.
Furthermore, there are barriers to use of currently available El resources (classroom style
educational events) to improve CVRA among RA patients and their PCHP. These include access,
need for dedicated substantial time and/or financial commitment to attend continuous medical
education or other educational events, lack of flexibility, which may impose on patient care or
personal time. Similar access, lack of flexibility, Iack of awareness of resources available,
complexity in the content delivery, W tlme and financial time commitments
may be encountered by RA patlgﬂﬂ' rief, focusec Srﬁdﬁ-ba web-based El, if found to be
effective, can overcome thgéﬁ‘é’ve meaii ﬁg made available globally,

rapidly, and in a cost effei'f?'\"/'e usé
o
=
F. Target Learner Au. Pri i i : ir PHCPs. Direct
benefits from the prgject & ved awareness of

an

primary and secondary care provider
identified by the RApati€nt as their pri c ider. may be their
rheumatologist, family practitioner, intIini t iali health providers.
G. Project Design: i sites and duration
As mentioned pre

(i) EI development ) ' |p|||:;"a+y, collaborative

team (including RA pagi ' o refwfe the intervention, (ii)
Pilot-testing phase.

We propose a Iongltudlnallahﬁao RA (150% 150 wit q:d#‘tEI), to test for (primary
outcome) change in CVRA at 2 5 s following we El, and compare that with CVRA
changes among RA patients W|thout ‘secondary outcomes will explore the
rates of CVRS via medical chart review among RA patients with and without IE. Consenting
participants (RA patients (n=300) and PCHPs) will have (a) baseline survey on CVRA, followed
by a short El delivered via YouTube video (n=150), followed by immediate and 2-3-month
follow up surveys, to quantitate changes in CVRA, (b) a medical record review of participating
RA patients (n=300) will be undertaken (records from preceding one year duration) and at 12
months (after baseline visit) to determine the changes in CVRS in RA (Figure 1). Only PHCPs
providing care to the El arm RA patients will receive the CVRA evaluations and the El. Care will
be taken to avoid enrollment of PCHPs providing care to RA patients not in the El arm, to not

confound the results.

Educational approach is discussed in the section I. We expect to reach out to 600 RA patients
at RUMC and JSH, with the goal of recruiting 300 RA patients over 12 months. This screening-
to-enrolment ratio is consistent with previously observed 10:9 ratio for survey-based one-visit
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studies at RUPC and JSH. We expect to reach our expected goal of 300 RA patients even if
screening-to-enrollment ratio erodes to 10:5. Sample size calculation: To show an
improvement of 20% in overall CVRA, with 90% power and 0.05% alpha error, we need 127 RA
patients in each group.

H. Innovation: We did not find on our review of current medical literature (PubMed and Ovid
Medline) using the search terms “Rheumatoid arthritis” and “educational intervention” and
“web” for any existent El studies that study patient-PHCP CVRA or utilize a YouTube based El to
improve CVRA. Furthermore, use of patient-PHCP dyad for CVR El has not been reported. We
feel confident that our study idea is original and has significant advantages over existent
methods as it is easier, quicker and has significant potential applications. The you tube video El
if successful can be offered through National organizations e.g. American College of
Rheumatology or Arthritis Foundation; mm e available to large numbers of RA
patients worldwide with less rqgmﬂgs%%ation éﬁﬁ‘ﬁ@tages of privacy, flexibility and
access to users. T ﬁ-"':|.|'-_.__
This project builds upon. g}ﬁ'oin ivi
CVR management thr%"fg'h Dep

cardiovascular prevefition g searchE: st&ﬂ Preven
Kazlauskaite is a cotifvestigator in 's Health

he Nation and NIH —

funded project onigdevel@oment of intervention for primary preventi cardiovascular
disease in mid-liféeswomgn. She is also t ly offa Lifestyle
Intervention on th€ Megabolic Syndromeé-t anges in dietarjfiintake, stress management

and physical activity, warking in close collaboration with Dr, Walt, Who ha§ extensive
theoretical and pr:%tica xpﬁ' m ﬁation om _#r work in NIH and
industry-funded grants. The P¥h I:Ep e Vﬁ:ﬁ catighal te;lﬂs through you tube
videos and social media fofautoimmune diseases for patients aa@ suplﬁtﬂrt groups, and is
building on this expehience t@idevelop an active intervention,i
preventive cardiology. The Pl is'‘dgtively involved in severalfojectsiaimed at quality
improvement projects, anar@thers réfating.to i g ealthq&comes in lupus. Dr. Jain and
Dr. Manadan are involved in q'i:@h y improvement projectl gcifically pertaining to RA
patients. : :

|. Outcomes Evaluation:l.1 CVRA refers to cardiovascular risk awareness, whereas CVRS
refers to cardiovascular risk screening.

1. El development phase: The primary outcome of the El development phase will be patient-
centered El video and PHCP-centered El video aimed at increasing CVRA in RA patients and
their PHCPs. 2. Pilot-testing phase: Primary outcomes of interest are (a) changes in CVRA after
an El among RA patients, and (b) changes in CVRA rates among RA patients with and without IE
at 2-3 months. Our secondary outcome of interest is the change in rate of CVRS among RA
patients with and without IE at one year. Other exploratory outcomes may include correlation
between PHCPs CVRA and baseline CVRS; patient and PHCPs predictors of change in CVRS.
Outcomes evaluations in terms of metrics used for the needs assessment, and addressal of
gaps for each target group, and amount of changes expected are shown in Table 1 below.
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Table 1: Outcomes evaluations, expected change and addressal of gaps.

Aim Outcomes Evaluation Expectation Gap addressed

Phase 1/Aim1: Development Pre testing and We expect the No educational interventions targeting patient-
and implementation of a 30- Credibility surveys to Jintervention module to PHCP CVR awareness are yet available for RA
minute web based (You evaluate the feedback be feasible and credible patients.

Tube) educational provided by the patients- (user friendly, content,

intervention to improve PHCP on the need for the understandibility and

patient-physician awareness study, and on the ease, relevant) in improving

for CVR in RA. content and knowledge of CVR in RA

understandability,
relevance of the
educational module.

Aim 2A: (a) Overall CVRA We expect a 20% Patients have poor knowledge in general about
To compare changes in CVRA Jincrease in CVRA at 2-3 overall CVR, in women and in RA. No studies exist
in RA patients months post El yet in the United States in RA ascertaining patient
(a) after web-based El and PHCP awareness of CVR, despite the

(b) with and without web- documented increased risk of CVD in RA.

based El

(b) Overall CVRA , p=_JChan \A There is a lack of knowledge among PHCP about
v;} will be significantly*. 523 . JCVD risks among women and RA. No studies exist
L

greater among RA with - ’&eﬁ_in the United States in RA ascertaining patient-

s
.}\‘a" PHGD{awareness of CVR, despite the documented
y SN
E‘%' increaseg‘,.cz.R in RA.
[Aim 2B: Erg'valence Prevalence rates of CVRS patients’PHCP may not be clear on whose

To explore changes in . R assess lyea P will respORsibility is'it for CVR assessment, when RA
cardiovascular risk screening ﬁarfor e signi ly i i ges > 2 pﬁ/sicians. Status of CVRS, lipid
(CVRS) at the primary health -‘; among'R i h mong tights gost ingler treaﬁ%ﬂ of dyslipidemia in RA is far
care visits among RA patients™ © Jand El as compared to from optimal, even in Medicare age group
with and without El. ‘f"i baseline. patients. eis a\}_uk of knowledge in general
It about CVD fisks in wamen and their physicians.
g No studies eXist yet ik:’]e United States in RA
[ 4% atient-PHCP awareness of CVR,

Exploratory Analysis: Patiel\: CVRS and changes in
and PHCP correlates of CVRSﬁj CVRS, Change,in CVRA PHCP correlates of CVRS vidence b
and changes in CVRS in RA; '.3 for BHCPs Ap p\ﬁ,we 4
Change in PHCPs CVRA w3 odlld be.identified.

PHCP CVRA is will hel
modifiable. and P

Modifiable patient and

d dev ment of targeted
patien%%'nd PHCP to improve CVRS
re. | ovement in CVRA in PHCP
acilitat ther studies, interventions,
incentwgs

VRS oegange in CVRS will allow

=
CVRA: Eighteen modiﬂaﬂ‘e, and nORsmodifiable tradition VR beirig assessed are (a) Fifteen
Non-modifiable and modiﬁ’éb}g CVR: Age der, Pos'gméﬁopausal status, Ethnicity,
Family history of premature CVD fin,father at age <55 VS, mother at age <65 years),
smoking, dyslipidemia, hypertension, 'y’si'd%\‘[Mﬁy, obesity (>20% over ideal body weight),
diabetes, stress, excessive alcohol, autoimmune diseases (e.g. RA), steroids, and (b) three RA-
specific (Disease activity, duration, use of steroids).

CVRS: Checklist used to assess CVRS will include only primary CVR factors, and these will include
elicitation of history of diabetes (if present, glycosylated hemoglobin annually in diabetics),
dyslipidemia (if present, lipid panel in past one year), hypertension (if present, control of blood
pressure in past one year), rheumatoid arthritis (Steroids, lipid panel in past one year), smoking
(if present, education for cessation in past one year), poor activity level (if present, education
on exercise in past one year), obesity (if present, BMI and/or weight loss education
documentation in past one year), family history of CVD.

Data Collection: All consecutive patients with a diagnosis of RA seen in the Rheumatology clinics
will be sought for participation. Inclusion criteria: A. RA patients: Adult men and women
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meeting the following criteria (i) Diagnosed with RA with following criteria: Inflammatory
symmetric polyarthritis of 26 weeks, with physician documented synovitis in medical records
(past or current) consistent with RA, with or without rheumatoid factor, anti cyclic citrullinated
peptide or radiologic evidence of RA. Exclusion of another etiology for above. (ii) Receipt of care
by rheumatologist at either RUMC or JSH. This will allow us access to full medical records to
correctly gauge the prevalence of CVRS. (iii) Informed consent. B. PHCP: (i) Physicians providing
primary care to the RA patients recruited for this study for the El group. Definition of PHCP has
been previously provided (section F), (ii) Informed consent (iii) Not providing PHCP to RA
patients in the non-El group.

I.2. Methods: 1. Education intervention development phase: The primary outcome of the
intervention development phase will be patient-centered El video and PHCP-centered
education El to increase CVRA in RA. T‘hevri‘ntgngjsdglinarv study team will develop a multi-level
web-based El for CVRA targetegjﬁd%atients and ‘cf‘npe'iLFvPJ;lC‘F.’s. This team will consist of 3-6
RA patients and the panel gféxberts in D revre%‘ﬁyg_ cardiology/endocrinology,
and experimental health.@nd soci@psychology. To improle,overalkRA patient outcomes, our
educational approachtfér theWeb-based El is specifically a
and thus health behéliors RA patients anditheit PHCP.

O

ble'Z, Figure 1), we will
)m opinion leaders in the
pproach, language and

Educational Apprqé‘gh: Ig
utilize credible, useful, i

the development of the web-based El
therapeutic areasSAII el
content (Table 2).:(‘Eont

ovative educati rm and input f

cational conteht bé [@arner centric in

the health expertSiProc@sses ofichange will kge focus}gon ifncreasi

PHCP CVRA in genei’.ral and in RA, ﬁ?%ir@m&r AW3 @ €ss Q
be'de

20-30 minute You f e Eluideo wi veloped using scientifi

g RA(«' atients or their
he need for change. This
ly researched content

(Table 2). = o
2, =9
Py
Tami; Develg at of Content for Educationaliwe b-based-,lpférvention

al B

L=

Audience |Major Areas in Content Develo |Key Feat
Patients 1) What is CVD and CVD in U'SkéDgfinition of CVD, Leading cause of death

2) CVD in Women Lé'agm ﬁuse of death in wrgtgfkv.r
3) Traditional CVR factors Modifiable andiNon iable

4) Autoimmune diseases and CV |JAmerican Heart Association Guidelines (AHA) for CVR in women.
5) RA and CVD Major cause of mortality in RA

6) RA specific CVR factors Disease activity, duration, medications

US preventive services task force guidelines, National Cholesterol Education Program

7) Suggested CVRS applicable to Jguidelines, EULAR guidelines

8) Patients role in CVRS For traditional CVR factors, contact PHCP; For RA factors contact Rheumatologist
PHCP 1) CVD in USA Burden of CVD in US

2) CVD in Women Morbidity and mortality with CVD among women, Under recognized

3) Traditional CVR factors Framingham Risk factors and calculations

American Heart Association Guidelines (AHA) for CVR in women, especially RA, Lupus and
4) Autoimmune diseases and CV |psoriatic arthritis. Suggested adjustment for RA

5) RA and CVD Review of evidence based literature for RA and CVD

6) RA specific CVR factors Review of literature on RA associated factors associated with CVD eg inflammation
Gaps in CVRS in RA, US preventive services task force guidelines, National Cholesterol

7) Suggested CVRS in RA Education Program guidelines, EULAR guidelines

8) PHCP role in CVRS For traditional CVR factors, contact PHCP; For RA factors contact Rheumatologist, PQRI
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The finalized El will be pretested among 5-10 RA patients and Physicians. Table 3 summarizes
the way the planned methods address the established needs or identified gaps.

Table 3: Approach to the needs and identified gaps in cardiovascular risk awareness.

Established Need/Gap

Type of need/ Gap

Adressal of need/Gap through this study

Women have unique CVD risk Factors

Knowledge

Autoimmunity eg RA is a risk factor for CVD in
women. We would foster education about this
among women with RA and their PHCP.

The death rates from CAD in US women
35-54 yrs of age are increasing

Knowledge, Performance

By educating RA patients and PHCP about RA
and CVD risk, especially in women, we expect
PHCP and patients to partner CVRS in RA
women, and decrease mortality.

Major cause of mortality in RA is CVD

Status of CVRS in RA is far f opti

even in Medicare age group:patien

There is a lack of knowledge" gene
about CVD risks in women and.their
physicians

'

Knowledge, Performance

By educating RA patients-PHCP about RA and
CVR, we expect thenm to partner to screen

.wflor CVR in RA, and decrease mortality. Also by
E ’@pmenting poor CVRA among RA Patients

an sicians, guidelines could be developed
0 ascr}Bé"@sponsibility and develop quality

ovemazztiatitives through physician
m

reenifor CVR in RA, and decrease
50 by documenting poor

dout [ risks among RA Patients
s, guidélines could be developed
sponsibility and develop quality

t initig“}'&ives through physician
ents. gy

ing R 'I‘tients—PHCP about CVR in
we exﬂgct physicians-PHCP would
erto sqén for CVD risks , and decrease
ortality, £

Physicians providing care to RA Tﬁ—‘
patients may not be clear on whose }'J by
responsibility it is to screen for CVD risk — ¥ |
and/or treatment. K

TRt g

Clear dﬁ'g‘niation of rheumatologist to address
RAﬁﬁ)écific CVD risk factors, while working

¢ laboratively with the PHCP on adressal of
traditional risk factors will be presented to the
patient-PHCP dyad in the intervention. By
documenting lack of understanding on
percieved responsibility about CVRS among
various physicians, guidelines could be
developed to ascribe responsibility and
develop quality improvement initiatitives
through physician linked reimbursements.

No studies exist yet in the United States
in RA ascertaining patient or physician
CVRA, despite the documented
increased risk of CVD in RA.

Processes

The study will fill in the gap by providing this
data for USA, and hence help locate
opportunities for improvement.

No educational interventions targeting
patient-physician CVRA are yet available
for RA patients.

Knowledge, Performance,
Competence, processes

The study will help us understand if using the
latest technology of you tube to deliver the
active educational intervention can result in

improvement in knowledge.
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El fidelity monitoring will be undertaken through following (a) Delivery of intervention and
process: web system will track how long each participant (Patient or PHCP) stayed on to the
web-based YouTube El video, before moving on to the follow up 1 survey, (b) Receipt fidelity:
performance of CVRA at follow up 1 for patients and PHCPs, and (c) Enactment fidelity: use of
credibility survey (described later).

I. Pilot-testing phase procedures are summarized in Table 4 and figure 1.

Table 4: Study Procedures

Participant Procedure Baseline (Day 0) FU 1 (Day 0) FU 2 (2-3 month) FU (1 Year)
Focus Group (RA) n=5 Informed Consent v
Demographics v
Interviews V
CVR Survey s [l T o ] L
Honorarimﬁj(m‘;')ﬁl v i L.
Pretest (RA) n=10 Infogmed-Consent . H.JJ.
éggograp j v "
ou Tu eo v R,
_iu-" Ingefviews v 15:‘
i R Survey b
orarium ($ '-&
N —
RA patients n=150 (Iﬁ' ormed Consent v '_'.'u:
e Demographics Vv -
L'-:: CVR Survey p ) V (In person) n person)
[~ You Tube Video V.
5_1_"5 Honorarium ($25) v el
] Medica} Chart v . v
RA Patients i~ :. !ﬁ:-_[
n=150 (non 1) % f°rmﬁ” : I'V'f,f A 3
" iy
5:_|_ mograp V n.]
4'. R Survey V (In person) r'.'! V (In person)
"r#. You Tlibe Video 1
¥ =
|._iHonorari $25) \ it v
*FlMedical Ch
e |ca. _L_ﬁ" v
= jReview o
PHCP Inforni'er-q-_lg sent v 5 _-&"‘
n=50 DemograwL =
CVR Survey T i V (Email)
You Tube Video v

Assessment of CVRA in Patients: After informed consent, each participant will be assigned a
unique study number, which will be used to pair data from the pre- and post-intervention visits.
Participants will be given an online survey to fill to assess their CVRA (Baseline Patient survey).
A You Tube video will be shown to the patient on a tablet or a computer screen. The video
recording will be of 20-30 minutes duration to avoid attention fatigue. Immediately after
viewing the video, each patient will be given the CVRA online survey (Follow up Patient survey
1). An exit online credibility survey will be used to gather feedback on credibility (user-
friendliness, content, understandability, and relevance), barriers experienced in using the web-
based intervention and any suggestions (open-ended). To assess retention of knowledge,
between 2-3 months after the baseline visit the second post-intervention assessment (Follow
up Patient survey 2) using the same CVRA survey will be administered online. Follow up survey

06/02/2017 Page | 10



ORA: 14090405-IRB01 Date IRB Approved: 10/31/2016 Amendment Date: 7/6/2017

2 will be paired data. Medical charts records will be reviewed to quantify prevalence of CVRS
by PHCP (within one-year period preceding baseline visit) at baseline and one-year follow up
visit. For patients whose PHCP is not within Rush University Medical Center or John H Stroger
Hospital, we will contact their local PHCP to obtain their pertinent medical records to quantify
prevalence of CVRS by PHCP (within one-year period preceding baseline visit) at baseline and
one-year follow up visit. Study participants will be asked to provide informed consent to
communicate with their PHCP and access to their medical records to allow for assessment of
CVRS.

Assessment of CVRA in PHCPs: PHCPs will be contacted by email. Acceptance to proceed with
the study online will be taken as informed consent. Online survey on their CVRA (Baseline PHCP
survey) will be evaluated using case scenarios developed specifically for this purpose, followed

by a You-Tube video developed usinW&terature review, specially including

autoimmune diseases and risk quﬁ? in women and R,&'FEP_]?; will be developed at the level of
the targeted audience ar:ﬁﬁo iR duration. They ﬁ.ﬁ en be prompted to take the
same case scenario based!surveyiffimediately to assess thei Follow up PHCP survey 1).

An exit online credibiliﬁ'surv Fwill be used to gather feedba
friendliness, contentiinde

' andatR,- lndlﬁﬂ barrie
based interventioniahd agy sugges (

-IE-' I'E
[.3.Tools: ;l; :

él M m ¥
Survey to assess 3 RA: [fhe survey will ollowing compo nt%

1. The content of%tien ur\ﬁ ief ﬂcﬂpﬁdd‘jgra o argself reported past
medical history, family hiStorysS _ﬁ:f; curr ications, fﬂrent weight and
height. This will be inistered to RA. 1

Perception of risk of %is : easelﬁa'gt Questionnaire

(HDFQ)(24) will be modi mmu@: diseases (including

RA).Relevant components ofithe Behaviof ilfar

| 3 r Surveillance System (BRFSS) 2013
survey from US Centers for Dis:'e% ssControl 2013 (22). ill include sections and modules
on hypertension awareness (2 items), cho reness (3 items), chronic health

conditions (12 items), tobacco use (5 items), pre diabetes and diabetes (10 items),
cardiovascular health (7 items), Mental lliness and Stigma (10 items) and Emotional Support
and life satisfaction (2 items).

2. The content of PHCP surveys: A survey to assess CVRA in PHCPs will be developed. This
survey development will be guided by the co-investigators and a questionnaire adapted from
BRFSS and National Health and Nutrition Examination Survey (21) that was used previously in a
similar study (8). The survey will be modified to include questions about CVRA in women and in
autoimmune diseases. In addition, five hypothetical case scenarios will be created with various
combinations of CVR in patients with and without autoimmune disease, and PHCP will be
asked to select the CVRS indicated and strategies to optimize the patient’s individual CVD risks.

The finalized surveys used for CVRA will be pretested among 5-10 RA patients and Physicians.
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l.4. Incentives: For the participating RA, a $50 honorarium will be provided at baseline and
follow up visit (Table 4).

I.6. Data: Patient: Demographic (age, gender, ethnicity), Socio-economic status (education) and
RA pertinent data (duration, presence of Rheumatoid factor and/or anti cyclic citrullinated
peptide, bony erosions, medications (including steroids and biologics)). Self reported CVRA
(Overall, Traditional and RA) will be assessed at baseline, immediately after viewing the video
(follow up 1), and after 2-3 months (follow up 2).

PHCP: Demographic (age, gender, ethnicity), type of physicians (Internal Medicine, Family

practice, Rheumatologist), years since completion of residency in Internal Medicine or Family

Practice, years since board certification, .c %oard certification status, setting of practice
rank (i

(academic, community or privat‘%ggad‘ﬁ% ; %%V-h@g)&_proximate number of RA patients
seen yearly. Self reportec!ggk veral and R

ill be assessed at baseline,
immediately after viewingsthe vidg@®follow up 1), and*a nths (follow up 2).

.7. Proposed Analyses: (fable 1) SPSS software will be used for da
will be evaluated.Standard descriptiveiRcﬂl be used to ana
characteristics: dethogr@phics, socioec [ s, RA disease pe
PHCP characteristics: démographics, type of physician and practice

and annual count of RA | tierﬂc i rm\ﬁrﬁﬂfrap
characteristics of I%p:;]ti tsvi W’ u [ uctee
l. Interventi&j%ivel < ‘%

analysis.

Aim 1. Qualitative analyse"éb}gﬂl be uset*tong a3 about @%ntent, relevance, ease-of-
use, credibility and delivery ofﬂﬂh ucational materials. data will be used to refine the
intervention. Descriptive El fidelity ing: : ysis will be undertaken (mean duration
(Patient or PHCP) engagement YouTube El video, completion of CVRA at follow up 1 for

patients and PHCPs, and credibility survey data). Latter data will evaluate the need, ease,
content and understandability, relevance of the EI.

ar
Rates for CVRS at basdf.'h'e an
determined using a,ghecklj

anﬁses. Data distribution
ze (@) patient
inemtiinformation; and (b)
doard]certification status,
s andidisease
usi;ﬂ-chi square and t test

Ll

"1

ment phase

Engagement of audience will be judged through observation of body language RA patients
during the entire study. In addition, feedback on the credibility of the intervention is being
sought from both the patients and PHCP to establish its user-friendliness, content, relevance
and understandability. Moreover, special efforts have been undertaken to limit survey burden
and limit the duration of the El to allow for full engagement of the participants. We feel that
the technology platform being used for the intervention, brevity, its speed and ease will allow
for greater audience engagement.

Il. Pilot-testing phase.
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Aim 2A. To compare changes in CVRA in RA patients (a) after web-based El. We hypothesize
that 20% increase in overall CVRA (measured using standardized survey) at 2-3 months post
intervention; (b) with and without web-based El. We hypothesize significantly greater
improvement in overall CVRA among RA patients with El as compared to non El group, at 2-3
months.

For patients (a) Overall CVRA (ORA), (b) Traditional CVR awareness (TRA) (c) RA CVR awareness
(RARA) will be calculated. Awareness of all 18 CVR being tested (listed in section 1) will denote
100% CVR awareness. To score ORA, patient’s correct responses denoting awareness to each
of the 18 CVR being tested will be calculated in percentage of total responses. Domain-specific
CVR awareness for traditional CVR (TRA) and RA (RARA) will be scored separately using the
same strategy.

Paired t tests to compare pre an Jrgwiﬁu'piﬂ-b t overall CVRA for our primary
outcome of interest will be 5 i oaiNns | _raII CVRA for RA patients after
Aim 2B. To explorer¢hang

4 Iue .mgﬂ: . 4
s in cardi cutar ing (CVRS)a
visits among RA pfg,ient ith and WithItR‘B
The medical reco% of RA patients wit i t El will be revieWed ifielectronic medical

record, and analyZed usihg standardized checklist to assess the pre¥alence'of CVRS and CVD

risk reduction planimea ingfg ﬁ"ﬁﬁ ﬁmon | angiinon EI groups will be
Si ilsqu is! Aﬁf of $40.05 wiill be considered

calculated, and comparec
il

Sing apalysis similar to those
obtained. In addition explo ry univaric Ultivariat istic or linear regression

significant on two tailed te 1
-1

Exploratory analysis (;ii:'gzro 8iment in PHCP overall CVRA

discussed for aim 2a will®he.underte a post hoc pouie anaIY‘__s@rand effect size will be

analysis for patient and PHCP c%r%s%of CVRS (baseli d change in CVRS will be

performed. Improvements in Tradition MM’I’%@VRA among RA and PHCPs will be

assessed.

J. Dissemination plan: The first step in disseminating outcomes will be to share the results of
the study with the participants of the study, RA patients and their PHCP.

Next, the results of the study would be submitted for presentation at a regional or National
conference pertinent to primary care providers, rheumatology and preventive cardiology
audience. Options include American College of Physicians, Quality improvement
conferences, American College of Rheumatology, American Heart Association and Women’s
health Conferences. Preparation and publication of the manuscript will be the pivotal step in
disseminating the outcomes. Potential target journals for submission could be from Internal
Medicine, Preventive Medicine, Cardiovascular, Outcomes or Rheumatology based. General
Medicine Journals targeted could include Journal of American Medical Association, Lancet,
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while cardiology journal circulation may be of interest. Rheumatology journals of interest would
include Journal of Rheumatology, Arthritis Care and Research, Annals of Rheumatic Diseases or
Arthritis Research & Therapy. Publication of data may encourage discussion or statement from
the National organizations with strategies to increase CVD risk awareness and screening.
Continuing medical education activities could be built based on the results dissemination.

We feel that web-based El could reach many more RA patients in a timely fashion without
using many resources. In addition, this strategy could provide patients ease, flexibility and
privacy with their educational module administration. National organizations such as the
Arthritis Foundation and with support of such web-based resources through unrestricted
educational funds could further mobilize this intervention to across the globe.

Mgrual with corresponding anticipated

; SR . . .
. Deliverables and t s for entire project are shown in

K. Project Timeline: Major study pr
timeline are shown below in fj
Table 5 below.

ain processes and data

T
Develop Educational
Develop Surveys: Patient and

bHce Intervention L 1/2015-6/30/15

videos

—

Pretest

PHCP of
Web EI RA
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Table 5: Project Timeline and Deliverables

Deliverable Tasks Date

Institutional Review Board Regulatory documents, HIPPA etc for RUMC|1/1/2015-3/1/2015
and JSH

Develop Study Documents Defining processes, training of research 1/30/2015-3/1/2015

assistant, study cordinator,
incentives/parking organization

CVR Surveys Modify the existent survey tools, Obtain |3/1/2015 to 5/30/2015
permission for use of surveys, Collaborative
meetings to discuss content and format,
Develop Case Scenarios for Physicians,

Reviews, Refinement Pretest surveys
[ H-‘.h “w

You tube Educational module-Pat FMUS, g‘;ther nerf'nda'thpntent 6/30/2015

L]
|
g parse infopg

J?.i"l as ibili V chedﬁ[e‘t
ecording, recording, editing, p sting;g}

' refini e
You tube Educationalimodul Gathlg%iaﬂnfciinl parse %30/2015
- information, develop transcript, asses¢ ’t
=N reading/ (RBMW level, schedu '{;
g recordin diting, pretesting 8
£ . n,
v refining 2{

7/1/2015 to 7/1/2016
3?1/2015 to 7/30/2016

4
ol

RA and PHCP recruifment atus JIA
Medical Chart revie-'v; for
patients Baseline

Identification of PHCP ‘@lew 0

data entry
dentification of PHCP, review ofgf€cords;.+17/1/2016 to 8/15/2017

records, data entry-One y{ab &

Follow up | :_Q?‘

Data Management , Q.a@ entry, data cleaning, simjl_?’énalysis 7/15/2015 to 10/15/2017

Simple Results Sté‘ManW&%ﬁon 11/15/2017

Presentation of Results Abstracts wFitin'g, submission and 11/15/2017 to 1/1/2018
presentation

Manuscript Writing of manuscript, submission 12/30/2017 to 3/31/2018

L. Additional Information: Abbreviations glossary is provided below.

RA (Rheumatoid Arthritis); PHCP (Primary health care provider); El (Educational intervention);
CVD (Cardio-vascular disease); CVR (Cardiovascular risk); CAD (Coronary artery disease); CVRA
(Cardiovascular risk awareness); CVRS (Cardiovascular risk screening);RUMC (Rush University
Medical Center), JSH (John H Stroger Hospital); Pl (Primary investigator); Co-I (Co
investigator); NIH (National Institute of Health).
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