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Application for Human Subjects’ Research

Part D: Investigational Devices

This form must be completed for all investigational devices used as part of a research protocol. Another document showing the IDE number must be submitted (e.g., FDA communication, sponsor communication, sponsor’s protocol).

1. General Device Information:

	Name of Device
	

	Device Manufacturer:
	

	Sponsor/Assignee (IDE Holder)
	

	IDE Number
	

	Is the device marketed/FDA approved?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No


2. What is the purpose of the device?

3. Is the device implanted or otherwise placed into the body?

     FORMCHECKBOX 
 Yes

          Please explain:      
          Who will be responsible for the costs for placement in and removal from the body?
     FORMCHECKBOX 
 No

4. How and where will the device be received from the manufacturer?

5. What is the location and manner in which the device is stored?

6. Who has access to the device and how will access be controlled?

7. How will the device receipt, use and return be logged or otherwise documented?

8. How will extra units be stored or returned to the manufacturer?

9. Has the sponsor provided an investigational brochure or any other type of information about the device and previous animal or human studies? (If Yes, please submit a copy with your application.)
     FORMCHECKBOX 
 Yes

     FORMCHECKBOX 
 No
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