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This checklist is used to determine and document whether an investigational device is not a significant risk device.
All criteria in 1 must be met
Non-significant risk device 21 CFR §812.3(m)
The device is NOT intended as an implant that presents a potential for serious risk to the health, safety, or welfare of a subject
The device is NOT purported or represented to be for a use in supporting or sustaining human life that presents a potential for serious risk to the health, safety, or welfare of a subject
The device is NOT for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health that presents a potential for serious risk to the health, safety, or welfare of a subject
The device does NOT otherwise present a potential for serious risk to the health, safety, or welfare of a subject
i
Notes
10.0.2.20120224.1.869952.867557
Copyright © 2013 WIRB Copernicus Group. All rights reserved.
Jeffrey A. Cooper, MD, MMM
CHECKLIST: Non-Significant Risk Device
HRP-313
001
dd MMM yyyy
15 Jul 2015
B. Approver
1
1
2.
	Title: CHECKLIST: Non-Significant Risk Device
	DocumentNo: HRP-313
	EditionNo: 001
	EffectiveDate: 15 Jul 2015
	CurrentPageNumber: 
	NumberofPages: 
	ID: 
	Number: 1.
	Number: 1.1
	Number: 1.2
	Number: 1.3
	Number: 1.4
	CheckBox: 0
	CheckBox: 0
	CheckBox: 0
	CheckBox: 0
	Justification: 
	: 
	Notes: 



