


APPENDIX D: Devices
	IRB Study Number:
	Click or tap here to enter text.


	Complete this form for studies that evaluate the safety or effectiveness of a device or use a medical device. 
Provide a copy of the device manufacturer’s approved labeling (e.g., package insert, device label, descriptive and informational literature, operations manual) on the Devices page of the SmartForm. 
Provide documentation of all applicable FDA approvals/exemptions for the investigational or research use of the devices on the Devices page of the SmartForm. Copies of any correspondence to and from the FDA must be provided to the IRB.  Final IRB approval cannot be granted until regulatory status is confirmed.
For MRI, please skip to section 2. 

	

	1. Select the device exemptions applicable to this study:

	☒ IDE or HDE number 

	a. On the Devices page of the SmartForm, specify the IDE number and provide protocol-specific documentation (e.g., sponsor’s protocol cover sheet, FDA or sponsor correspondence) of the IDE number. IRB approval cannot be granted until documentation of the IDE (for significant risk device studies) has been provided.
b. Describe the process for investigational device accountability, storage, and recordkeeping to ensure that the device will be used according to the approved protocol, under the direction of approved investigator(s).  

Click or tap here to enter text.

c. For an investigator-held IDE, describe the process for assuring compliance with FDA sponsor regulations (e.g., recordkeeping, reporting). 

Click or tap here to enter text.

	☐ Abbreviated IDE (nonsignificant risk device)
	A nonsignificant risk (NSR) device is one that does not meet the following definition of a significant risk device:
A Significant Risk (SR) Device is an investigational device that:
1. Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject; or
2. Is purported or represented to be for use in supporting or sustaining human life and presents a potential or serious risk to the health, safety, or welfare of a subject; or
3. Is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject; or
4. Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject. 
Provide supporting documentation explaining why the device does not pose a significant risk based on the definition above. This may come from the sponsor or the investigator. 
Click or tap here to enter text.

	☒ Exempt from IDE requirements
	a. Explain how the device is exempt from the requirements of 21 CFR 812.2(c) for this research.

Click or tap here to enter text.

	If the research involves more than one device, complete an additional page of this appendix and label as “FDA device #2.”

	1.2 Name of the device
Click or tap here to enter text.

	1.3 Provide a brief description of the device. Include what the device(s) does, where it is from, and how it compares to other standard software/hardware.

Click or tap here to enter text.


	1.4 Provide the proposed rationale for choice of the device (compared to other devices that could have been used).
Click or tap here to enter text.


	1.5 Summarize the potential side effects (including serious warnings and more common side effects).
Click or tap here to enter text.

	1.6 Provide information about the manufacturer of the device and its intended or FDA-cleared indications.
Click or tap here to enter text.

	1.7 Describe the plan the control, store, and dispense the investigational device.
Click or tap here to enter text.


 

	Section 2: Use of an MRI

	2.1 Where will the MRI scans be performed? List the name and address of every facility your study will utilize, as well as the type and field strength of the scanner that will be used (e.g., 3T Siemens Prisma).
Name of Facility: Click or tap here to enter text.
Address of Facility: Click or tap here to enter text.
Type and Field Strength of Scanner: Click or tap here to enter text.
 

	2.2 Describe in detail the MRI procedures. Describe every procedure the subjects will go through pertaining to the MRI (e.g., describe that subjects need to change into scrubs, how long they will be in the scanner, how they will be in communication with the operator, who will operate the scanner, etc.) List the general types of sequences run (e.g. fMRI, MRS and Diffusion scans), but do NOT list individual sequences or parameters since these nearly always change/may need to be updated/etc. during your study.  
 Click or tap here to enter text.
 

	2.3 List and describe the potential risks to which subjects may be exposed, specific to MRI imaging. 

Click or tap here to enter text. 

	2.4 Describe how risks to participants are minimized by using procedures which are consistent with sound research design, and which do not unnecessarily expose participants to risk, specific to MRI imaging. This should be congruent with what is in your protocol.
 
Click or tap here to enter text. 

	2.5 Will your MRI protocol make use of any non-FDA approved sequences (e.g., custom pulse sequences from a WIP, C2P from another university, or self-programmed)?
 
☐ Yes
☐ No
 
	2.6 Will your MRI protocol make use of any non-FDA approved hardware, such as, but not limited to, RF coils, dielectric pads, or auxiliary instruments during the scan?
 
☐ Yes
☐ No


	If you answered “Yes” to questions 2.5 and/or 2.6, you are making use of an investigational medical device and are required to fill out the next section.  
 
If you answered “No” to both questions 2.5 and 2.6, you have completed this form and do not need to complete the next section. 
 
Investigational Devices in MRI research may include, but are not limited to:
· Custom pulse sequences (i.e., WIPs, C2P sequences, self-written sequences—please consult the MRI facility staff if you are not sure)
· Investigational or experimental coils (non-FDA approved coils)
· Investigational or experimental dielectric pads
 

	Use of MRI as an Investigational Medical Device 
Only fill out the following section if you answered “Yes” to question 2.5 and/or 2.6.

	2.7 Describe the individual item/article that is being “investigated”. For example, “Custom pulse sequences”.
 
[enter text here]
 

	2.8 Provide a brief description of the device. Include what the device(s) does, where it is from, and how it compares to other standard software/hardware.
 
[enter text here]
 

	2.9 Provide supporting documentation. If the item, e.g., a WIP, has an “Instructions for Use” guide, that would be a helpful document to include. You may put information here or upload in the Device section of PERA SmartForm. 
 [enter text here]


	2.10 Does the Principal Investigator consider the device a Significant Risk Device?
 
 

	Significant Risk (SR) Device is an investigational device that:
1. Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject; or
2. Is purported or represented to be for use in supporting or sustaining human life and presents a potential or serious risk to the health, safety, or welfare of a subject; or
3. Is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject; or
4. Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject. A nonsignificant risk (NSR) device is one that does not meet the definition of a significant risk device.

Please make a selection below:
 
☐ Yes, we believe this is a Significant Risk Device
 
☐ No, we do not believe this is a Significant Risk Device

	2.11 If the device is a Non-Significant Risk (NSR) Device, provide an appropriate justification of why the medical device meets the definition of an NSR device.
 
Click or tap here to enter text.
 

	2.12 Provide information about the manufacturer of the device and its intended or FDA-cleared indications.
 
Click or tap here to enter text.
 

	2.13 Describe the plan to control, store, and dispense the investigational device.
 
Click or tap here to enter text.
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