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	Device Checklist
	Yes
	No
	N/A or Comments


	I. Does the research involve an investigational medical device, or specifically investigate the interventional or diagnostic use of any medical device? (Medical devices include assays.) If unclear, consult COMIRB’s IDE Decision Tool.  
(if no, skip to section II below)
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	     

	A. Does the study have an IDE?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	If yes, indicate how the IDE # is documented:

 FORMCHECKBOX 
 Sponsor protocol imprinted with IDE # 

(Investigator Brochure may not be used for this purpose)

 FORMCHECKBOX 
 Written communication from the Sponsor documenting IDE #
 FORMCHECKBOX 
 Written communication from the FDA documenting IDE #
(If there is an IDE, skip to section II below. If there is no IDE, continue to B)
	
	
	

	B. IDE Exemption
	
	
	

	Is the project exempt from IDE regulations by one of the following?

 FORMCHECKBOX 
 All device(s) studied are FDA approved and used strictly according to FDA labeling.
 FORMCHECKBOX 
  Diagnostic device(s) are being studied, and testing is non-invasive and does not require an invasive sampling procedure (venipuncture or leftover clinical samples are OK), and testing does not introduce energy into subject, and results are not used for diagnosis without confirmation by an established test
 FORMCHECKBOX 
 Device consumer preference testing, testing of a modified FDA-approved device, or testing of a combination of two or more FDA-approved devices (i.e., used in combination), as long as the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk.
 FORMCHECKBOX 
 Custom device testing, as long as no safety/effectiveness data are being collected.
 FORMCHECKBOX 
 Modifying an existing FDA-approved device, provided the following criteria are met: 1) the device is not being introduced into commercial distribution for the first time; 2) the change or modification does not significantly affect the safety or effectiveness of the device; and 3) the modification doesn’t represent a major change in the intended use of the device. Device is exempt from FDA 510(k) requirements per 21 CFR 807.81. (If unsure, please consult with IRB manager.)

(if study is exempt from IDE regulations, skip to D. If the study is not exempt, continue to C)
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	     

	C.  IDE Regulations apply. Determine Device(s) Risk Level:                    Full Board review required for device  risk determination
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1. At least one device in the study meets the definition of Significant Risk Device:
· Device intended as an implant (30 days or more) OR  used to support or sustain human life  OR  is of substantial importance in diagnosing, curing, mitigating, or treating disease or preventing impairment of human health 

AND 

device presents a potential for serious risk to subject’s health, safety, or welfare

OR

· Device otherwise presents a potential for serious risk to subject’s health, safety, or welfare

(If yes, IDE is required; discuss at meeting and skip to C3. If no, continue toC2)
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	2. All devices in the study are Non-Significant Risk devices because none meet the above definition of Significant Risk Devices.
If all devices are Non-Significant Risk, the answers to a & b must both be yes:
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	     

	a. Device(s) are not banned by the FDA
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b. The Sponsor (or Sponsor-Investigator) will follow the abbreviated IDE requirements in 21 CFR 812.2 (b). Has the investigator indicated these will be followed [see Attch D, section 2, #B2(c)]

	 FORMCHECKBOX 


	 FORMCHECKBOX 
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