




























CIP #: 	IRB	Meeting Date:
[bookmark: _GoBack]Amendment
Human Subjects Research
Naval Medical Center Portsmouth, VA
Contact Clinical Investigation Department at (757) 953-5939
													
	BASIC STUDY INFORMATION

	Principal Investigator
	
	MD, DO, PhD, etc.

	Study Title
	

	Command
	
	Department
	
	Phone/Pager
	

	Email Address
	

	PRD
	MM/YY
	CITI Date
	MM/DD/YY



	SUBJECT STATUS

	Age of Subjects: 
Children: 0-17; Adults: 18-89, 90+
	

	Records/Specimen Collection
	Total Records IRB Approved
	

	
	Total Records Collected
	

	
	Record collection:	|_| Ongoing		|_| Completed

	OR

	Active Subject Participation
	Total Subjects IRB Approved
	

	
	Total Subjects Enrolled
	

	
	Total Subjects Currently Active
	

	
	Enrollment is:		|_| Open		|_|  Closed

	Protocol is approved under: 	|_|  Exempt review [EM1-7]
			|_|  Expedited review [EP1-7; 8/9]
		|_|  Full Board review
	|_|  Minimal Risk
|_|  Greater than Minimal Risk



	WHAT KIND OF AMENDMENT ARE YOU REQUESTING?

	Protocol modification
	
	Addition/removal of study personnel
	

	Consent modification
	
	Increase/decrease enrollment
	

	Recruitment/advertising modification
	
	Other
	

	Data collection tool/survey modification
	
	
	



	BRIEF SUMMARY OF REQUESTED MODIFICATION

	







If adding personnel, provide the following information (add rows as needed): 
* Submit the Amendment – Signature Pages for Personnel Additions form
	RESEARCH TEAM

	Name
RANK, NAME, DEGREE
	Department
	Phone/Pager
	Email
	PRD
MM/YY
	CITI
MM/DD/YY
	CV

	Incoming PI or Incoming Associate Investigator(s)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Research Monitor

	
	
	
	
	
	
	



Please attest to the following:  
|_|	Research Team members being added have completed Research Integrity Training.

	ELECTRONIC SUBMISSION CHECKLIST

	Attachments in IRBNet
	Yes

	Attach WORD Version of Amendment Form
	

	Attach PDF of Signature Page
	

	Attach Signature Page(s) for Personnel Additions Form (as needed)
	

	Link CITI / CV for Research Team Members being Added
	

	Attach Approved Research Plan (not required if only AI additions/removals are requested)
	

	Attach Highlighted WORD Version of Revised Document(s)
	

	Update DMRN Cover Page 
	





	



Printed Name of PI or AI
	



Signature 
	



Date



														

	IRB Action:

	|_|  Full Board Review	|_|  Expedited Review

	Date Reviewed:
	Review Cycle:
	Risk Level:
|_|  Minimal Risk
|_|  Greater than Minimal Risk

	|_|  Approval			|_|  Disapproval

	



Printed Name of IRB Chair/Vice Chair
	



Signature 
	



Date




	Commanding Officer, NMCP

	Approval given in the minutes of the IRB  __  -  ________________  meeting on  ______________.
			 Meeting Date	CO/XO Signature Date
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