	CHANGE / UPDATE
	NJH IRB










IRB IDENTIFIER (CPA) # 
	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      


Use this form for Updated Letters, Questionnaires, Surveys, and NJH Research Database access.

	


Please attach an original clean copy and a tracked changes copy + one photocopy of all documents.

Form:
Date/Version:

 FORMCHECKBOX 

Letter
     
 FORMCHECKBOX 

Questionnaire
     
 FORMCHECKBOX 

Other:      
     
 FORMCHECKBOX 

Access to the NJH Research Database


Attach Supplemental Access to NJH Repositories
Include a revised HIPAA authorization if the modifications require changes to the currently approved use and/or disclosure of health information.

	


DESCRIPTIONS OF PROPOSED CHANGES

	1.
Briefly describe the change or update:      

	2.
Explain the reason for this change or update:      

	3.
Current IRB established risk level and/or child research assessment category:


ADULT:  FORMDROPDOWN 
(
CHILD:  FORMDROPDOWN 
(



	4. 
Do the changes or updates alter the established risk level?  FORMDROPDOWN 
( If YES, explain below.
     

	5. 
Do the changes or updates alter the experimental design?  FORMDROPDOWN 
( If YES, explain below.
     

	6. 
Could this change or update impact the willingness of subjects to remain in the study, or the willingness of potential subjects to enroll in the study?  FORMDROPDOWN 
(  If YES, explain below.
     


BILLING INFORMATION

	7.
Current study sponsor:      

Has the study been issued a fee waiver?  FORMDROPDOWN 
(  

If YES, there is no charge for processing changes/updates.

If NO, was the study submitted for initial review after July 1, 2009?  FORMDROPDOWN 
(  
If NO, there is no charge for processing changes/updates.

If YES, Change/Updates are billable in accordance with the fee schedule posted on the IRB website. Complete the billing information below.

Billing information 
Company:
     
Contact Person:
     
Street Address:
     
     
City, State, Zip:
     
Telephone:
     , ext.      
Email:
     
(If any portion of this billing information is new, check here:  FORMCHECKBOX 

Comments:      


	


	DECLARATION: I attest that I have carefully reviewed this Change/Update request.


Principal Investigator’s Signature





Date
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