


Appendix – Devices
	

	1) List the medical device(s) that will be utilized for this study:

	Click or tap here to enter text.                                                                                                                   

	2) Do any of the devices being utilized in this study have an active Investigation Drug Exemption (IDE) or Humanitarian Drug Exemption (HDE)?


	☐ N/A

	☐ No

	☐ Yes - Please provide the name of each device with an IDE/HDE and the IDE/HDE number for that device:


		Device Name
	IDE/HDE Number

	Click or tap here to enter text.               
	Click or tap here to enter text.   

	Click or tap here to enter text.               
	Click or tap here to enter text.   

	Click or tap here to enter text.               
	Click or tap here to enter text. 




	3) Please name the owner and/or manufacturer of the device:

	Click or tap here to enter text.                                                                                                                   

	4) If different from the above, please name the sponsor or entity which has initiated or taken responsibility for this project:

	Click or tap here to enter text.                                                                                                                   

	5) Could the results of this study be used for:

	☐ FDA approval of a new medical device or an IDE/HDE application
☐ Significant changes in advertising or marketing claims for an existing medical 
              device
☐ A new method of delivery for the device utilized in this study
            ☐ None of the above

	6) The device(s) are being used for their FDA-approved purpose as stated on their labelling or packaging:

	☐ N/A
☐ Yes, under full FDA approval                  
☐ Yes, under 510(k) approval
☐ No: 
                       Please list the indications for which the device(s) will be utilized:
                       Click or tap here to enter text.                                                                                

	7) Will this device be used for the diagnosis of a disease, ailment, or symptom of a disease?

	☐ N/A

	☐ No

	☐ Yes, with confirmation by another medically established device or procedure:

	Please name the indication(s) that the device will diagnose: 
Click or tap here to enter text.                                                                                       

	Please describe the sampling procedure(s) that will be utilized:
Click or tap here to enter text.                                                                                          

	Please describe the procedure for confirming this diagnosis:
Click or tap here to enter text.                                                                                          

	☐ Yes, without confirmation by another medically established device or procedure:

	Please name the indication(s) that the device will diagnose: 
Click or tap here to enter text.                                                                                         

	Please describe the sampling or testing procedure(s) that will be utilized:
Click or tap here to enter text.                                                                                          

	☐ Yes, for in vitro diagnosis only

	Please name the indication(s) that the device will diagnose: 
Click or tap here to enter text.                                                                                         

	Please describe the sampling or testing procedure(s) that will be utilized:
Click or tap here to enter text.                                                                                          

	8) Will the device introduce energy into the participant:

	☐ N/A

	☐ No

	☐ Yes 

	9)  Please describe the plans to monitor the safety of participants for side effects and/or adverse events (this may be attached as a separate document):

	Click or tap here to enter text.                                                                                                                   

	10)  Describe the plans to monitor the safety and/or efficacy of the device:


	Click or tap here to enter text.                                                                                                                   

	11)  Describe the planned length of follow-up with participants:

	Click or tap here to enter text.                                                                                                                  

	12)  Describe the procedures that will occur at each follow-up visit or interaction:

	Click or tap here to enter text.                                                                                                                   

	13) Describe the risks associated with the use of this device:

	Click or tap here to enter text.                                                                                                                   

	14)  Describe any benefits associated with the use of this device:

	Click or tap here to enter text.                                                                                                                  

	15) Select the applicable risk level the device presents to participants:

	Choose an item.
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