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 INSTITUTIONAL REVIEW BOARD

Response to Post-Approval Modification – Evaluation Form (4.8)
Form (4.8)
 
F 
 (Form 4.8)

TO THE PRINCIPAL INVESTIGATOR: ENCODE THE NECESSARY INFORMATION. 

	Date of Submission (MMM/DD/YYYY)
	

	IRB Protocol Number
	


	

	Sponsor
	

	Sponsor’s Protocol Number
	


	

	Principal Investigator
	
	Co-investigator(s) 
(if any)
	

	

	Protocol Title 
	

	

	Protocol Version Number
	
	Version Date (MMM/DD/YYYY)
	


	



TO THE PRINCIPAL INVESTIGATOR:  TICK THE APPROPRIATE BOX. 


	Type of Submission

	   
☐ Amendment                                                   ☐ Final Report                       ☐ Serious Adverse Event
                              
☐ Annual progress                                             ☐ Notification

☐ Early study termination                                   ☐ Protocol Deviation/Violation







· TO THE PRINCIPAL INVESTIGATOR: IN THE FIRST COLUMN, PLEASE INDICATE THE IRB COMMENTS RELATED TO OPEN ITEMS ONLY. IN THE SECOND COLUMN, PROVIDE YOUR RESPONSES TO EACH OPEN ITEM ADDRESSED BY THE IRB. YOU MAY ADD MORE COLUMNS OR EXTRA PAGES AS NEEDED.

· TO THE REVIEWER/ INDEPENDENT CONSULTANT: IN THE THIRD COLUMN, KINDLY INCLUDE YOUR COMMENTS OR ANY NECESSARY CLARIFICATIONS.

	Open Items
(to be filled up by principal investigator)
	Response
(to be filled up by principal investigator)
	Primary reviewer comments
(to be filled up by primary reviewers)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



*









To be filled out by the Primary Reviewers: (Please mark the decision with an 'x' or a '✔' symbol.)
	Decision
	
	Approval
	
	Uphold approval with no further action

	
	
	Request for further information/ modification:
	
	Acknowledged

	
	
	Take note and continue monitoring
	
	Pending Decision

	
	
	Continue study and Monitor Compliance
	
	Others:

	
	
	For Site Visit
	
	



	
Summary of comments:
	





	Primary Reviewer’s Name
	Signature
	Date (MMM/DD/YYYY)
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