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	CHANGE TO ENROLLMENT NUMBERS FORM


	INSTRUCTIONS AND INFORMATION

· If you are requesting ONLY to increase or decrease your study enrollment number, complete the following information and submit to the IRB along with the revised protocol and consent.   NOTE: this form along with changes to the IRB protocol and/or consent must be e-mailed to irbhsr-mods@virginia.edu for pre-review before hard copies are submitted.  The IRB will determine if the modification will require full board review.  

· This form does not need to be completed if enrollment figures at UVA are not changing.

The hard copy submission to the IRB-HSR will contain the following:

· Completed IRB-HSR Routing Form.

· One (1) Change to Enrollment Numbers Form   

· One tracked IRB-HSR protocol signed and dated by the PI (note: update version date)

· One (1) tracked IRB-HSR consent (if applicable)

· Two (2) clean copies of the IRB-HSR consent (if applicable)

Please note that the IRB equates “enrollment” to number of subjects that sign a consent form.  




	IRB-HSR #:      
	PI Name:      

	Protocol Title:       

	UVa Original enrollment #:      
	UVa revised enrollment #:      

	1. 
	Is the sponsor increasing their overall enrollment? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

	2. 
	If Yes, list sponsor’s revised enrollment #:       

	3. 
	What is the reason for increasing enrollment (for both UVa and/or sponsor)?:        

	4. 
	Is the UVA site OR the sponsor revising the statistical analysis section of the protocol?  
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


	5. 
	If Yes, please explain:      


Submitted by:      







Date:       
Website: http://www.virginia.edu/vpr/irb/hsr/index.html

                      Phone:  434-924-2620     Fax: 434-924-2932     Box 800483
Version date: 05/25/10
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