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FORM F – Use of MRI in Research
										
Project Title: 			Click or tap here to enter text.
Principal Investigator:	Click or tap here to enter text.	

SECTION A: MRI Information

1. Name of the MRI (Provide the full name, and if there is a marketed or brand name also include this information)

Click or tap here to enter text.

2. Type of MRI (Describe the MRI and its purpose for being used in the research)

Click or tap here to enter text.

3. Location of MRI

Click or tap here to enter text.

4. The MRI Brochure is included with this application: 
☐ Yes  ☐ No; if no provide the reason why it is not included: Click or tap here to enter text.


SECTION B: FDA Status of the Device and Risk Assessment

1. The MRI being used in this study is:
☐ Marketed and FDA approved for this indication or use
☐ Marketed but lacks FDA approval for this indication of use
☐ Not marketed, not FDA approved

2. Have all the MRI sequences in this study been used previously for human subjects?
☐ Yes  ☐ No; if no, please explain: Click or tap here to enter text.

3. Have any of the MRI sequences in this study been modified from the way they were previously applied for human subjects?

☐ No; skip to 4   ☐ Yes; if yes, please explain: Click or tap here to enter text.  

a) If these modifications involve changes in pulse programming, please explain: Click or tap here to enter text.

b) If these modifications were not console based (i.e. changes in spatial resolution, changes in TR/TE, changes in direction table, changes in acceleration factors), please explain: Click or tap here to enter text.

4. Are any of the MRI pulse sequences programmed specifically for use in this study?

[bookmark: _Hlk71236142]☐ No; skip to 5      ☐ Yes; if yes, please explain: Click or tap here to enter text. 

a) If the pulse sequence programming was not done by the vendor, please explain: Click or tap here to enter text.

b) If the vendor does not support the use of this sequence on this system, please explain: Click or tap here to enter text.

c) If any of these sequences require that the scanner operate in any mode other than the “standard” clinical mode, please explain: Click or tap here to enter text.

5. Does this study involve using equipment in the MRI scanner that has not been labeled as MRI Safe or MRI Conditional?

☐ No; skip to 6     ☐ Yes; if yes, please describe the equipment: Click or tap here to enter text. 

If yes, documentation of equipment approval from the Director or Co-director of the MRI facility has been included with this IRB application.

☐ Yes     ☐ No; if no, provide the reason why it is not included: Click or tap here to enter text.

6. Are there any known safety concerns with any of the MRI sequences in this study (factors above and beyond the “standard risks” associated with MRI such as noise, close space, peripheral nerve stimulation)?

☐ Yes ☐ No; skip to 7

a) If yes, please describe the risks as noted in the IRB application: Click or tap here to enter text.

b) Please describe the steps to minimizing these risks:  Click or tap here to enter text.

7. Does this study require the administration of contrast material or other pharmaceuticals?

☐ Yes ☐ No; skip to 8

If yes, please list and indicate how many doses will be administered over the course of the study and at what schedule: Click or tap here to enter text.

8. Will there be any deviation from the standard MRI safety screening process?

[bookmark: _GoBack]☐ No  ☐ Yes; if yes, please describe: Click or tap here to enter text.  


9. Is there a plan to address incidental findings described in the application?

☐ No      ☐ Yes; if yes, please describe: Click or tap here to enter text.  


SECTION C: Use of the MRI in the Research

1. The Population in which the MRI will be used:
☐ Adults     ☐Children     ☐Pregnant Women     ☐ Healthy persons
☐ Persons with an illness or condition for which the device was designed or is being tested
[bookmark: _Hlk71237086]☐Other: Click or tap here to enter text.

2. Schedule and duration of MRI administration, including changes in frequency, or strength of the Device

Click or tap here to enter text.

3. Who will be operating the MRI? 

Click or tap here to enter text.

4. Describe any special instructions to use the MRI

Click or tap here to enter text.

5. Describe any restrictions for using the MRI

Click or tap here to enter text.

6. Describe the procedures for monitoring MRI functionality and safety

Click or tap here to enter text.
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