
	INVESTIGATIONAL DEVICE ADDENDUM
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      



For more information about medical device classifications, visit: http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/UCM118081.pdf. (Press CTRL+click to follow links)

For more information about risk assessments, visit: http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/UCM118082.pdf.

	PART 1: DEVICE INFORMATION

	1.1 
Name of Device:      

	1.2 
Sponsor:      

	1.3 
Manufacturer (if different from the Sponsor):      

	1.4 
 FORMDROPDOWN 
( Risk Assessment:  FORMDROPDOWN 
(
From the drop-down menu, identify who is responsible for making the device risk determination. Note that if the study does not have a sponsor, the PI is responsible for making the risk determination. 

From the second drop-down menu, identify whether this study is SIGNIFICANT RISK or NON-SIGNIFICANT RISK. A letter of explanation must accompany non-significant risk determinations. 


	PART 2: REGULATORY STATUS

	2.1 
IDE Number(s):       

IDE filed by:  FORMCHECKBOX 
 Principal Investigator
 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Other:      

NOTE: If the IDE is required but has not yet been filed, check “Other” and specify in the space provided.
	 FORMCHECKBOX 
 N/A

	 2.2
Is the device to be used is a marketed device, describe how its use will differ from the approved use:

     

	 2.3
Is this device intended to be used as an implant?
	 FORMDROPDOWN 
(

	 2.4
Is this device to be used to support or sustain life?
	 FORMDROPDOWN 
(

	 2.5
Is this device to be used in diagnosing, curing, mitigating, or treating disease, or preventing impairment of human health?
	 FORMDROPDOWN 
(

	 2.6
Has another IRB reviewing this study determined this device to be significant risk?
	 FORMDROPDOWN 
(


	PART 3: ADDITIONAL SAFETY INFORMATION FOR DEVICES AND RELATED PROCEDURES

	 3.1 
Will subjects undergo a procedure as part of the device study?

If YES, please explain:      
	 FORMDROPDOWN 
(

	 3.2 
Could the device under investigation or any of the study related procedures cause harm to research subjects?

If YES, check all applicable harm(s):

 FORMCHECKBOX 
 Could cause life-threatening condition(s)

 FORMCHECKBOX 
 Could cause permanent impairment of bodily function(s)

 FORMCHECKBOX 
 Could cause permanent damage to bodily structure(s)

 FORMCHECKBOX 
 May necessitate medical or surgical intervention to prevent above outcomes

 FORMCHECKBOX 
 Other      
Explain:      
	 FORMDROPDOWN 
(


	DECLARATION: I attest that I have carefully reviewed this Investigational Device Addendum.


Principal Investigator’s Signature





Date
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