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INVESTIGATIONAL USE OF MEDICAL DEVICE FORM

	1.     Name of Device:       

	2.    Manufacturer of Device:       

	3. Will device be custom-built?


	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	4.    Does the study involve a “Significant Risk” device   FORMCHECKBOX 
, or a “Non-Significant Risk” device   FORMCHECKBOX 
 .

	5.    SIGNIFICANT RISK DEVICE:

	
	FDA defines a significant risk device as one that presents a potential for serious risk to the health, safety, or welfare of a subject; and is an implant, is used in supporting or sustaining human life, is of substantial importance in diagnosing curing, mitigating, or treating disease, otherwise prevents impairment of human health, or otherwise presents a potential for serious risk to the health, safety, or welfare of a subject."  An investigation involving a significant risk device requires submission of an IDE application to the FDA and FDA approval of the investigation.  MMC/IRB/AECOM CCI approval is required prior to conducting clinical trials of the investigational device.
	

	
	

	         a.     Has the sponsor (company or the investigator) applied to the FDA for an IDE?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	                  If YES, What is the IDE number?       
	

	
	

	          b.     Has the application been approved by the FDA?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 
    Pending   FORMCHECKBOX 


	
	

	6.     NON-SIGNIFICANT RISK DEVICE (NSRD): (Note:  NSRD studies do NOT require an IDE application to the FDA.)

	        If the study involves a “NSRD,” explain the reasons(s) for that determination.

	     

	7.     DEVICE NOT APPROVED FOR GENERAL MARKETING:

	        Has the device been classified by HCFA/FDA as:

	                     FORMCHECKBOX 
  Category A (experimental)

	                     FORMCHECKBOX 
  Category B (non-experimental)

	

	         IF CATEGORY A, has this study received administrative clearance from the applicable

          hospital  or clinical site?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	
	

	8.      DEVICE WITH PREMARKET APPROVAL
	

	           a.      Has the device been approved by the FDA through the Pre-Market Approval (PMA) process?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	
	

	           b.     Has the device been cleared by the FDA through the 510(k) process?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	
	

	9.     DEVICE WITH COMPONENTS:
	

	        Is the same configuration of components approved by the FDA for general marketing being

        used?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	        Has the device received the IDE and/or Category B status?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	
	

	        If NO, explain:       
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