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INFORMATION SHEET FOR Smartphone Enabled, Home-Based Cardiac Rehabilitation in Veterans
You are being invited to take part in a research study conducted by Amit Shah, MD  at the Atlanta VA Health Care System  that is being funded by the Department of Veterans Affairs, Center of Innovations.  We’re conducting a study to evaluate the impact of smartphone enabled cardiac rehabilitation. Your participation in this study is completely voluntary.  You may choose not to participate or leave the study at any time without penalty or loss of benefits to which you were otherwise entitled.     

WHY IS THIS STUDY BEING DONE?

We are conducting a research study is to determine if a smartphone application (or app) called MOVN can be used to help manage a home-based cardiac rehabilitation program. Rehabilitation is normally an outpatient program that can help patients recover after a cardiac event or hospitalization. We would like to learn if the Movn app can help improve how we deliver this type of rehabilitation. We would also like to compare this to usual care and traditional forms of cardiovascular rehabilitation. You are being asked to participate because you are a patient in the home-based cardiac rehabilitation (SECR) program. 

WHAT WILL HAPPEN IF I PARTICIPATE IN THIS STUDY?

If you agree to participate, you will be asked to verbally consent to participating in the study over the phone. This verbal consent also includes a HIPAA Authorization which gives us permission to read your past, current, and future medical records.

If you agree to participate, you will be enrolled in our home-based cardiac rehabilitation program which is a clinical service from the VA and not part of research. The program involves 12-weeks of coaching and additional periodic phone calls for up to 1 year. 

We will ask you to perform several additional tasks including completing several questionnaires and surveys, performing an exercise test at the medical center, and sitting for a brief interview to tell us about your experience with the study. You will also receive access to the MOVN app which can be installed on your personal smartphone. If you do not have a smartphone, we may be able to loan a tablet (such as an iPad) to you. The tablet is government property and at end of the study is expected to be returned to the VA in order to avoid a police report. You may also receive additional technology to help you, such as a fitness tracker, blood pressure monitor, or scale. We may monitor your progress using this technology for up to 1-year after joining the study.

ARE THERE ANY RISKS OR DISCOMFORTS?

The risks to joining this study are minimal. Rarely, joining a cardiac rehabilitation program causes serious problems. These can include injury to muscle or bones or heart rhythm problems that can lead to heart attack or death. Before you start, our team will assess your health to make sure you are able to safely start our program. Certain technologies and/or survey questions may also cause you to have unpleasant and/or upsetting feelings. You can stop it at any time and you can let us know if you’d rather not answer a particular question. A counseling session by our team is available if needed. You are entering your information into your smartphone, which should be password-protected, and therefore, the MOVN app will request only minimal information.

ARE THERE ANY BENEFITS?

Taking part in this research study may benefit you by improving your overall functional ability through home-based exercise. Even if you do not benefit personally from this study, you will help the researchers learn more about these types of programs that can help other Veterans with similar health problems. 

WHAT OTHER CHOICES DO I HAVE IF I DO NOT WANT TO JOIN THIS STUDY?

You may choose not to participate in this study. Other options include doing no rehabilitation, doing rehabilitation at an outside center, or even the home-based cardiac rehabilitation program from the VA but without any of the technology aspects we are evaluating in this study. You do not have to participate in this study to receive care at the VA.
WHO WILL SEE MY INFORMATION AND HOW WILL IT BE PROTECTED?

The information collected for this study will be kept confidential.   There are times when we might have to show your records to other people.   For example, someone from the Office of Human Research Protections, the Government Accountability Office, the Office of the Inspector General, the VA Office of Research Oversight, the VA Central IRB, our local Research and Development Committee, and other study monitors may look at or copy portions of records that identify you.  
Health Information Portability and Accountability Act (HIPAA)

There are rules to protect your private information.  Federal and state laws and the federal medical Privacy Rule also protect your privacy, including the Health Insurance Portability and Accountability Act (HIPAA).  By verbally agreeing to this study, you provide your permission called your ‘authorization,’ for the use and disclosure of information protected by the Privacy Rule. 

The research team working on this study will collect information about you. This includes things learned from the procedures described in this information sheet. The study team may also collect other information including your name, social security number, birth date, phone number, email address, health history, labs, and imaging. Your email address will be deleted from the MOVN app after your data is transferred.

The research team may also need to disclose the information to others as part of the study progress. Others may include the following:

•
Research team at the VA

•
Moving Analytics, Inc. (developer of the MOVN app)

•
Any government agencies who regulate research (such as the NIH)

We will disclose your PHI when required to do so by law.

We will include information about your study participation in your medical record.

Your authorization to allow us to use and/or disclose your information will expire at the end of this research study.

You may revoke your authorization at any time by calling the Principal Investigator, Dr. Amit Shah or by writing to the address listed on the copy of the consent that we will send to you. If you revoke your permission, the research team can continue to use information about you that was collected before receipt of the revocation.

We will put a copy of this verbal informed consent form for the research study into your medical record that you may have with the VA Health Care System.

WILL I RECEIVE ANY PAYMENT IF I PARTICIPATE IN THIS STUDY? 

You will not be charged for any treatments or procedures that are part of this study.  

You will not be compensated for participating in this study.

WILL I BE TOLD NEW INFORMATION ABOUT THIS STUDY? 

Sometimes during the course of a research study, new information becomes available about the treatment that is being studied that might change a person’s decision to stay in the study.  If this happens, your research doctor will tell you about it and discuss with you whether you want to continue in the study.  If you decide to withdraw from the study, your research doctor will arrange for your medical care to continue.  If you decide to continue in the study, you might be asked to sign an updated informed consent form.  Your research doctor could also decide it to be in your best interests to withdraw you from the study.  If so, he or she will explain the reasons and arrange for your usual medical care to continue.

WHO CAN I TALK TO ABOUT THE STUDY?

In the event of a research related injury, the VA will provide necessary medical treatment at no cost to you unless the injury is due to noncompliance with with study procedures or if the research is conducted by VA under contract with an individual or non-VA institution.  Please  immediately contact Dr. Amit Shah at (404) 321-6111, ext. 205523. If you have any other questions, comments or concerns about the research, Cate Parrish, Research Coordinator at (404) 680-9263
. 

If you have questions about your rights as a study participant, or you want to make sure this is a valid VA study, you may contact the VA Central Institutional Review Board (IRB) toll free at 1-877-254-3130. 

DO YOU AGREE TO TAKE PART IN THE STUDY? 
Do you have any questions about anything I just said? Were there any parts that seemed unclear?

Do you agree to take part in the study?

Participant agrees to participate:   
YES

NO 

If YES, Enter names below.

By agreeing to participate, you voluntarily consent to participate in this study. You also confirm that you have been read this verbal consent/hipaa.  You will receive a copy of this consent.

_________________________

Participant’s Name
 ________________________________

Date ___________________________________

Name of person conducting consent discussion
______________________________

Signature of person conducting consent discussion
________________________

Date  ______________________
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