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What is this research about?

You are invited to participate in a research study to test whether it is feasible to use telehealth to deliver yoga as a treatment for chronic pain. Our goal is to modify an existing yoga protocol for musculoskeletal pain and to address the technical challenges of at-home teleyoga. You were selected as a possible participant in this study because you have indicated that you have been suffering from chronic pain. This research study is looking for 30 Veterans who exhibit symptoms of chronic pain and want to use yoga via telehealth to treat their pain.

This study is being done by researchers at VA Palo Alto Health Care System and Stanford University, and is sponsored by the National Center for Complementary and Integrative Health.
What is expected of me? (Procedures) 

Baseline and Randomization (2-3 hours): You will be asked to complete self-report questionnaires about your medication use and experience of chronic pain online through Qualtrics or RedCap. If you are randomized to the at-home program, during this session we will record your phone number, physical location for at-home teleyoga and an emergency contact. This information will be used if the video conferencing session disconnects or an unforeseen emergency arises during at-home teleyoga.
Treatment (12 weeks): 
At-Home Teleyoga: In the first week, you will be given a yoga mat, yoga strap, and yoga blocks for use during yoga class. You will then be assigned an iPad and given instructions on how to use the video conferencing app to participate in the yoga classes at home. You will determine the part of your home that is most comfortable and appropriate for a yoga class. You will participate in 1 yoga class per week for 12 consecutive weeks, 75 minutes per class, at a time that is convenient for the entire group and the instructor. A member of the study staff will call you the business day before class to remind you of the class appointment and remind you to charge the iPad for class. The yoga instructor will be based at the VA Palo Alto, and you will participate at home using the video conferencing app on the provided iPad.

In-Person Yoga: In the first week, you will be given a yoga mat, yoga strap, and yoga blocks for use during yoga class. You will be assigned an iPad but will not need it to participate in yoga classes. You will participate in 1 yoga class per week at VA Palo Alto for 12 consecutive weeks, 75 minutes per class, at a time that is convenient for the entire group and the instructor.
Randomization: You will be randomized to either the in-person or at-home telehealth yoga group. Randomization is a process that is similar to flipping a coin where one side of the coin is in-person yoga and the other side is at-home teleyoga. There is a 50:50 chance of being randomized into either treatment. Both groups will receive all the same measurements and tests.
Post-Treatment (2-3 hours): You will be asked to complete self-report questionnaires about your medication use and experience of chronic pain, as well as provide feedback about the program, including any technical issues you encountered. This will be done either in-person at the VA Palo Alto, or online using RedCap or Qualtrics. You will return the iPad to study staff in-person at the VA or mail the iPad back to study staff via USPS.
Video Recording: The in-person and at-home yoga classes will be video recorded to monitor instructor fidelity to the yoga intervention manual. Video recording will be used to monitor fidelity of treatment delivery. Recordings will be made of treatment providers, not the participants. Recordings will be stored on a secure server in accordance with VA guidelines. VA record retention polices require records, including videos, created during a research project to be maintained for 6 years after study closure, wherein they will be destroyed. 
What are the possible risks or discomforts?

The risks associated with this study are minimal. The yoga protocol is developed for participants with chronic pain, and you will be encouraged to move safely and modify postures as necessary. If there is an unforeseen emergency during your at-home teleyoga session or in-person yoga class, we will take the necessary steps to ensure medical help arrives to the address you provided at the start of the study. 
Will I benefit from the study?

The benefits which may reasonably be expected to result from this study are relief from chronic pain.
What are my alternatives to being in this study?

You may choose not to participate in this study. If this is your decision, there are other choices including the standard treatments provided by a local clinic. Your study investigator will discuss any alternatives with you before you agree to participate in this study. Alternative treatments include medication and behavioral therapy. 

Will I get paid?

You will receive $200 as payment for your participation. Payments may only be made to U.S. citizens, legal resident aliens, and those who have a work eligible visa. You may need to provide your social security number to receive payment.
Will I have to pay anything? 
You will not have to pay anything to be in this study. 
Do I have to be in this study?

Your participation in this study is entirely voluntary. Your decision not to participate will not have any negative effect on you or your medical care. 
Can I change my mind later and stop being in this study?

You can decide to participate now, but you may withdraw your consent later and stop being in the study without any loss of benefits or medical care you are entitled to.
The Protocol Director may also withdraw you from the study without your consent for one or more of the following reasons:
· Failure to follow the instructions of the Protocol Director and study staff.

· The Protocol Director decides that continuing your participation could be harmful to you.

· Pregnancy 

· You need treatment not allowed in the study.

· The study is cancelled. 

· Other administrative reasons.

· Unanticipated circumstances.

Will my information be protected from the public?
We will keep your name and all the information you tell us in this study confidential as possible. We may publish the results of this study for others to read about, but you will not be identified in any articles about the study by name, social security number, address, telephone number, or any other direct personal identifier. Also, other federal agencies as required, such as the VA Office of Research Oversight and the VA Office of the Inspector General may have access to your information. 
This research is covered by a Certificate of Confidentiality from the National Institutes of Health. The researchers with this Certificate may not disclose or use information, documents, or biospecimens that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have consented for this use. Information, documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else who is not connected with the research except, if there is a federal, state, or local law that requires disclosure (such as to report child abuse or communicable diseases but not for federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see below); if you have consented to the disclosure, including for your medical treatment; or if it is used for other scientific research, as allowed by federal regulations protecting research subjects. The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or local law of harm to self or others. The Certificate of Confidentiality will not be used to prevent disclosure for any purpose you have consented to in this informed consent document, including research information in the medical record.
What happens if I think I’ve been hurt by being in this study? Who can I talk to about a Research Related Injury?
If you are injured as a direct result of being in this study, medical treatment will be available. If you are eligible for veteran’s benefits, the cost of such treatment will be covered by the VA. If not, the cost of such treatments may still be covered by the VA depending on a number of factors. In most circumstances, the treatment must be provided in a VA medical facility. No other form of compensation for injuries is available. However, by signing this form you have not released the VA from liability for negligence. For further information, you may call the Human Protections Administrator at (650) 493-5000, ext. 67593 or the V.A. Regional Counsel at (415) 750-2288.

Who can I talk to if I have questions about the research, problems related to the study or if I think I’ve been hurt by being a part of the study?

If you have any questions, concerns or complaints about this research study, its procedures, risks and benefits, or alternative courses of treatment, you should ask the principal investigator, Dr. Peter Bayley (650) 493-5000 ext. 68653. You should also contact him at any time if you feel you have been hurt by being a part of this study. 

If you are not satisfied with how this study is being conducted, or if you have any concerns, complaints, or general questions about the research or your rights as a participant, and would like to speak someone independent of the research team please contact the Stanford Institutional Review Board (IRB) at (650)-723-5244 or toll free at 1-866-680-2906. You can also write to the Stanford IRB, Stanford University, 1705 El Camino Real, Palo Alto, CA 94306.
Please print or save a copy of this page for your records.

If you agree to participate in this research, please indicate this to the researchers and complete the following survey.
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