UVA Study Tracking #      : Insert protocol title

Consent of an adult to be in the 

“Dry Run” MRI portion of a research study

In this form "you" means a person 18 years of age or older who is being asked to volunteer to participate in this study. 

1. Participant’s Name______________________________
2. Medical Record # _______________________________
What is the purpose of this form?

This form will help you decide if you want to be part of the “dry run” MRI portion of a research study. You need to be informed about this research procedure, before you can decide if you want to participate. You should have all your questions answered before you give your permission or consent to be in the “dry run” portion of the study. 

Please read this form carefully.  If you want to be in this portion of the study, you will need to sign this form. You will get a copy of this signed form.

Why is this research being done?

The purpose of this study is to Insert a brief summary of the study
As part of this study a Magnetic Resonance Imaging (MRI) scan will be required.  
The MRI uses a powerful magnet that sends radio waves through the body.  This magnet causes the hydrogen molecules within cells to resonate (vibrate).  As they move back into place they send out radio waves of their own.  The scanner picks up these signals and a computer turns them into a detailed picture. 
Why is the “dry run” MRI being done?
The purpose of the “dry run” MRI procedures is to done ONLY to verify that UVa has the ability to conduct the MRI imaging according to the sponsor’s protocol.  It is important that you know the following:
· You will not receive a copy of this scan and a copy of this scan will not be placed in your medical record.

· A radiologist (doctor that usually reads MRI scans and makes medical recommendations) will NOT read this scan.  Therefore you should not rely on this scan to find any problem.  
· If the MRI staff happens to notice any abnormality then a radiologist will be asked to review the scan and if needed you will be asked to seek medical attention.  However, MRI staff are not trained to find abnormalities, therefore it is unlikely that any abnormality present on the scan will be identified.  
· If you are concerned that you have a medical condition and feel you may need a MRI scan, you should see your personal doctor and have an MRI done as part of your clinical care.

This MRI is being done ONLY to verify the MRI equipment and MRI procedures and not to diagnose any medical condition you may have. 
You are being asked to be in the “dry run” portion of the study.  Insert text.  For example “because you are a healthy person” or “because you have (insert) condition and it is anticipated that you will have scan results that are similar to the scan results of future subjects”.      
Insert X number of people or 1 person will be in the “dry run” portion of the study at UVa.  
How long will this study take?

Your participation in the “dry run MRI” will require one study visit which will last approximately one hour.  

What will happen if you are in the “dry run” portion of this study?
If you agree to participate in the “dry run” scan, you will sign this consent form before any study-related procedures take place.
Once the consent is signed, an appointment will be made for your MRI scan.  You will be asked to visit the MRI Center for a one-time scan.  At this visit, one “dry run” MRI examination of  Insert body part to be scanned  will be performed.  
The MRI staff will complete a checklist with you make sure it is safe for you to have an MRI scan.  You many not participate in the “dry run” portion of the study if you:

· Have some types of metal in your body (shrapnel, bullets, clips, some kinds of heart valves, some kinds of pacemakers, etc.)  

· Weigh more than 350 pounds (158 kilograms)
· Are pregnant

· Have a history of severe claustrophobia (fear of being trapped in an enclosed place)

· Cannot hold still while the scan is being done.  Movement ruins the pictures.

Once the MRI staff has determined that it is safe for you to have an MRI scan, you will have the actual scan.  An MRI requires lying on a table and placing your Insert body parts inside the MRI Scanner.  The MRI Scanner looks like a hollow tube with openings on each end 

In order to obtain good pictures, it is important not to move during the MRI.   During the MRI, you will hear loud knocking and banging.  This is normal.  You will be offered earplugs or headphones to muffle the sound.  Although you may not talk during the MRI, you will be able to communicate with the technician by pressing a call button or similar device. Between pictures, the MRI staff will talk to you and ask if you are feeling alright.  The scan will take about Insert time.  Following the scan you may return to your regular activities immediately.  
If you want to know about the results of the “dry run” MRI:

It is not expected that you will receive any results from this MRI.  This MRI is being done ONLY to verify MRI equipment and procedures, not to diagnose any medical condition you might have.  The MRI will only be reviewed by a doctor at UVa if the MRI staff performing the scan happens to notice an abnormality.  In this case, the radiology doctor would recommend that you seek medical attention from your personal doctor.  However it is unlikely that any abnormality would be identified since the MRI staff are not trained to identify medical problems. 

The MRI staff will remove your name and any other identifiers from the scan and send it to the sponsor or sponsor designee to verify the MRI equipment and procedures. No copies of this scan will be placed in your medical record. Results of this “dry run” scan will not be available to you or your doctor.
What are the risks of being in this study? 

Risks of the MRI Examination

· MRI does not use radiation (ionizing radiation) like conventional radiography (x-rays), and instead makes picture using a magnetic field and radio signals.  Because an MRI uses strong magnets, people with certain kinds of metal or some types of implants may not be eligible for the MRI procedure.  You may also not be eligible if you have worked with metal in the past or know you have metal or implants in your body.  Let the study team know about all possible metal or implants you have in your body.  The study team can contact the MRI staff to verify that it is safe for you to have the MRI scan.  
· Patients undergoing MRI may experience some discomfort from the lying on the hard scanning table. 
· The noise of the MRI machine itself could make you feel anxious or uncomfortable.
· Claustrophobia (fear of being trapped in an enclosed place) may occur when undergoing this procedure (as it requires placing the head and upper body into a small space

Other risks:

The procedure may involve unexpected risks that are impossible to predict.  These unforeseen risks may affect you during your participation in the procedure and/or at some point in the future.  

Could you be helped by being in this study?

You will not be helped by participating in this procedure.  

What are your other choices if you do not join this study?

You do not have to be in this “dry run” portion of the study.  If you feel you need medical attention you are free to have medical care at UVa or anywhere else that you choose.  Being is this study is not part of your medical care.   

Will you be paid for being in this study?

You will not be paid for participating in this study.

Will being in this study cost you any money?

The MRI will be performed at no cost to you.  
What if you are hurt in this study?

If you are hurt as a result of participating in the “dry run exam”, we have no plans to pay you for lost wages, disability, or discomfort. If you are hurt in a way that is unexpected (meaning in a way that is not listed in the risks part of this form), (insert sponsor) or your insurance company may pay for your treatment. If they do not pay, University of Virginia will treat you free of charge. If you have questions about what will be covered if you are hurt in the study, talk to the study leader. You do not give up any legal rights by signing this form. 

What happens if you sign this form and decide to not have the MRI or stop the MRI?

You can change your mind at any time. You can agree to have the MRI now and change your mind later. If you change your mind, please tell us right away. You do not have to have the Dry Run MRI to get services you can normally get at the University of Virginia.  If you change your mind after the MRI is done, the researchers will still use the information from the Dry Run MRI. 
How will your personal information be shared?

No personal information is being collected, shared or stored about you  

Please contact the researchers listed below to:
· Obtain more information about the “dry run” portion of the study

· Ask a question about the “dry run” study procedures 

· Report an illness, injury, or other problem (you may also need to tell your regular doctors)

· Leave the study before it is finished

· Express a concern about the study

      Principal Investigator:        
Address
      Telephone:  (434)243-5457

What if you have a concern about a study? 

You may also report a concern about a study or ask questions about your rights as a research subject by contacting the Institutional Review Board listed below.


University of Virginia Institutional Review Board for Health Sciences Research

PO Box 800483

Charlottesville, Virginia 22908

Telephone: 434-924-2620

Fax: 434-924-2932

When you call or write about a concern, please give as much information as you can. Include the name of the study leader, the IRB-HSR Number (at the top of this form), and details about the problem.  This will help officials look into your concern. When reporting a concern, you do not have to give your name.

Conclusion
What does your signature mean?

Before you sign this form, please ask questions about any part of this study that is not clear to you.  Your signature below means that you understand the information given to you about the study and in this form.  If you sign the form it means that you agree to join the study.

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


To be completed by participant if 18 years of age or older. 

By signing below you confirm that you have fully explained this study to the potential subject, allowed them time to read the consent or have the consent read to them, and have answered all their questions. 

	_______________________________
PERSON OBTAINING CONSENT
(SIGNATURE)
	
	_____________________________
PERSON OBTAINING CONSENT
(PRINT)
	
	________
DATE
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