APPLICATION FOR APPROVAL OF PROJECT- TELEHEALTH CARDIOLOGY
CLINIC DURING COVID-19: OUR PATIENTS PERSPECTIVE

Principal Investigator's Name: Aniruddha Singh, MD
Email Address: asingh@wkheartandlung.com
Mailing Address: 421 US31W BY -pass, Bowling Green, KY 42101_
Department: Cardiology__ Phone: _2707820151
Completion of the Citi Program Training? [<] Yes [ ] No

Project Period:  Start May 18, 2020 End August 20, 2020

Has this project previously been considered by the IRB? [ ] Yes [X] No
If yes, give approximate date of review:

Do you or any other person responsible for the design, conduct, or reporting of this
research have an economic interest in, or act as an officer or a director of, any outside
entity whose financial interests would reasonably appear to be affected by the research?

[1Yes [X No

If "yes," please include a statement below that may be considered by the Institutional
Conflict of Interest Committee:

Is a proposal for financial support being submitted? [ ] Yes [X] No
If yes, you must submit a reference number or acknowledgment any funding proposal(s)
as soon as it is available and complete the following:

a. Is notification of Human Subject approval required? [ ] Yes [ ] No
b. Is this a renewal application? [ ] Yes [ ]| No

C. Sponsor's Name:

d. Project Period: From: To:

Does this project SOLELY involve analysis of an existing database? [ | Yes [X] No

If yes, please provide the complete URLSs for all databases that are relevant to this
application, then complete Section A and the signature portion of the application and
forward the application to the Office of Research Integrity through IRBNet.org.

If the database is not available in an electronic format readily available on the internet,
please provide evidence that the data were collected using procedures that were reviewed
and approved by an Institutional Review Board, then complete Section A and the
signature portion of the application and forward the application to the Office of Research
Integrity through IRBNet.org.



8. Is there a plan to publish or present the findings from the research outside the department
or university? X1 Yes [ ] No

9. Any changes to the protocol after the approval process will be submitted as a
Continuing Review Form.

l. PROPOSED RESEARCH PROJECT

A. Provide a brief summary of the proposed research. Include major hypotheses and
research design.

Telemedicine has aimed at connecting patients with medical care resources since the 20" century.
Now, telemedicine has evolved to allow face-to-face contact with patients over video conference
software. This has allowed physicians to discuss patient concerns over the phone or even aid with
information acquisition and diagnostic procedures in medicine. Despite its wide use across
medical specialties, until recently telemedicine’s use in cardiology has been limited. In March
2020, the Kentucky government had issued a state-wide stay-at-home order, thus limiting in-
person medical practice. As of March 16", 2020 the federal government relaxed its regulations
around the use of telemedicine to ensure patients would have access to the care they needed during
the SARS CoV2 pandemic while preventing the spread of COVID-19 to high risk patient
populations with underlying cardiac illness. In this study, we aim to examine the impact of
COVID-19 on our cardiac patient population and address issues concerning the access and efficacy
of telemedicine in Bowling Green, Kentucky. We hypothesize that the relative lack of access to
telemedicine technology, broadband services, and lack of prior utilization of telemedicine would
create barriers in providing crucial health care needs to high risk populations regardless of
healthcare quality, thus enhancing the significant medical, psychosocial, and economic impact of
COVID-19 in the community.

B. Describe the source(s) of intended subjects and the selection criteria. Specifically, how
will you obtain subjects, and how will you contact them? Further describe any
potential conflict of interest or problem of undue influence that may be encountered
through the protocol.

Are the subjects — under 18 years of age, pregnant women, prisoners, or fetus/neonates?

[1Yes X No

Are the subjects — cognitively impaired, economically, educationally, medically disadvantaged?

[1Yes X No

Are the subjects — unable to speak, read, or understand the English language?

[ 1 Yes [X No

Subjects will be obtained from the established cardiology practice at Western Kentucky Heart
and Lung. Patients scheduled for their regular appointments during the stay at home order will



receive a survey via email. In patients without access to email technology, a phone call would be
done and/or a letter will be mailed to patients for them to complete and send back in a pre-
stamped envelope. A phone call would be done in follow-up to encourage survey completion.

C. Informed consent: Please see attached.

D. How will confidentiality of the data be maintained? Survey will be performed through
Qualtrics and access will be given only to the principal investigator and the co-investigators.

F. Describe all known and anticipated risks to the subject including side effects, risks of
placebo, risks of normal treatment delay, etc. Describe how any potential conflict of interest
or problem of undue influence that may be encountered through the protocol will be handled.

Potential Risks: There are no foreseeable risks to participating in this study, however, patients
may be concerned with their personal and medical health information remaining anonymous.

Protection against risk: The survey will not ask for any personal or health identifiers from
participants. Additionally, responses will remain anonymous and will not be attached to any
identifiers.

G. Describe the anticipated benefits/incentives to subjects, and the importance of the
knowledge that may reasonably be expected to result. All Participant incentives MUST be
approved prior to data collection and incentive distribution. Changes must be approved
prior to participant recruitment into the study. NO EXCEPTIONS.

Patients will not receive financial benefit, however, they may feel satisfaction in aiding the
growth of tele-cardiology in order to address barriers to providing quality healthcare via tele-
cardiology. Additionally, patients may experience satisfaction from knowing that a monetary
donation will be given to Med Center Health in order to fight COVID-19 for each survey
completed.



SURVEY

Basic Demographic Information:
1. What is your age?
2. What is your gender?
3. What is your race/ethnicity?
4. Is English your primary language?
5. Who is your cardiologist?
6. Since March 1, have you been admitted to the hospital, gone to the ER or an urgentcare
facility?
a. Yes, for heart-related issues
b. Yes, for prescription refills
c. Yes, for other reasons
d. No
7. Have you had a telemedicine appointment with your cardiologist?

For Those Answering ‘No’ on Question 7:
8. Why did you choose not to have a telemedicine appointment with your cardiologist?
a. I didn’t think it was medically necessary.
b. I don’t have access to a smartphone or the internet.
c. ’m not comfortable with the technology.
d. I’'m concerned about privacy issues.
e. | prefer to see my provider only in-person.
9. For each question below, please rate your level of satisfaction with your most recent in-person,
in-clinic visit with your cardiologist.
a. My cardiologist seemed interested in my medical concerns.
b. My cardiologist tried to find out everything that was concerning to me.
c. My cardiologist seemed supportive of my emotions.
d. My cardiologist was interested in establishing a medical partnership with me.
e. My cardiologist provided an appropriate level of medical care.
f. My clinical exam was thorough.
g. | was comfortable discussing my medical concerns.
h. Instructions and treatment plans were clear to me at the end of the visit.
1. I have confidence in my cardiologist’s clinical competence.
j. My cardiologist displays appropriate interpersonal skills.

For Those Answering ‘Yes’ in Question 7:
8. What type of telemedicine appointment(s) have you had with your cardiologist?
a. Phone call — audio communication only
b. Face-to-face through my smartphone
c. Face-to-face using a computer or tablet
d. Both audio-only and face-to-face
9. What advantages/disadvantages did you find with telemedicine? How significant was each?
a. Technology issues due to poor internet connectivity



b. Technology issues related to the device | was using
c. My understanding of how to use the device/software
d. My comfort in communicating via camera and mic
e. Concern about privacy issues

f. Greater convenience due to reduced travel time

g. Money saved on travel to visits

10. For each question below, please rate your level of satisfaction with your most recent in-
person, in-clinic visit with your cardiologist.
a. My cardiologist seemed interested in my medical concerns.
b. My cardiologist tried to find out everything that was concerning to me.
c. My cardiologist seemed supportive of my emotions.
d. My cardiologist was interested in establishing a medical partnership with me.
e. My cardiologist provided an appropriate level of medical care.
f. My clinical exam was thorough.
g. | was comfortable discussing my medical concerns.
h. Instructions and treatment plans were clear to me at the end of the visit.
1. I have confidence in my cardiologist’s clinical competence.
j. My cardiologist displays appropriate interpersonal skills.
11. For each question below, please rate your level of satisfaction with your most recent
telemedicine visit with your cardiologist.
a. My cardiologist seemed interested in my medical concerns.
b. My cardiologist tried to find out everything that was concerning to me.
c. My cardiologist seemed supportive of my emotions.
d. My cardiologist was interested in establishing a medical partnership with me.
e. My cardiologist provided an appropriate level of medical care.
f. My clinical exam was thorough.
g. | was comfortable discussing my medical concerns.
h. Instructions and treatment plans were clear to me at the end of the visit.
1. I have confidence in my cardiologist’s clinical competence.
j. My cardiologist displays appropriate interpersonal skills.

For All Respondents:
Post-COVID, would you consider using telemedicine?
a. No
b. Unlikely
c. Maybe
d. Likely
e. Preferably



Patient Consent Form

The purpose of this form is to obtain consent to use information provided by you through the
following survey. The purpose of this survey is to gain a better insight into the patient experience
with and barriers to cardiological telehealth in Kentucky. The survey will evaluate this purpose
by determining either why you did not partake in cardiological telehealth services or your
experience with cardiological telehealth services through Western Kentucky Heart and Lung as a
result of being unable to conduct in-person examination due to COVID-19. This survey will be
anonymous and will not ask for any protected health information or have any protected health
information associated with your answer choices. Your answer choices to the survey questions
will be analyzed statistically as part of a larger group and will not be reported for any single
individual.

The information gathered from this survey may be used in a scientific and/or medical journal
publication. This journal may be online, free, and accessible worldwide. Similarly, this
information may be used for other materials, such as presentations at conferences, seminars, etc.
A donation will be given to Med Center Health in order to fight COVID-19 for each survey
completed. As a volunteer in this study, you may leave the survey at any point without finishing
all questions. Incomplete surveys will not be included in the data set and a donation to Med
Center Health will not be made. By clicking the “I accept these terms” button, you indicate that
you have read and agree to the terms of this patient consent form and will be taken to the first
question of the survey.

This study has been approved by The Medical Center IRB ( )




