
Mary Baldwin College

Institutional Review Board
Protocol Status Form

for Continuing Review of an IRB Protocol

Federal regulations require that projects involving human subjects be reviewed at least annually.  If your study continues longer than the period originally requested or longer than one year, please complete the following to apply for continuation.

· Please e-mail one copy of this form to irb@mbc.edu.  

· Send one hard copy with original signatures to the Office of Sponsored Programs and Undergraduate Research.   

· If you have made modifications to the study, submit a Protocol Review Form, indicating “Updated Protocol” under “Submission Type.”  

· Do not resubmit your original protocol.  You should, however, refer to the original protocol and any subsequent modifications approved by the IRB as you complete this form.

· If this study has been completed or discontinued, send an e-mail to irb@mbc.edu, indicating the closure date and describing any problems with participants encountered during the study, including, but not limited to, unanticipated side effects resulting from participating in the research, complaints from participants about their experience in the research, a high rate of participant withdrawal from the research, and/or injuries to participants. 

Protocol Information

	IRB Protocol Number:
	         

	Protocol Title:
	     

	
	

	Principal Investigator:
	     

	Current mailing address:
	     

	Current e-mail address:
	     

	Current phone number:
	     

	Primary Contact (If other than PI; include name, email address, and phone)
	     

	
	

	Faculty Advisor (if applicable):
	     

	Other researchers (use full names):
	     

	
	

	Current funding source(s), if any:
	     

	Grant title: (if different from protocol title):
	     


1. Has there been a change in researchers since your last submission?

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO


If yes, please make sure the researchers listed above reflect current personnel on the protocol, and

briefly explain why the changes occurred.       
2. Current Status (check one):


Open to enrollment of new participants



 FORMCHECKBOX 


Closed to enrollment, but current participants still active in study
 FORMCHECKBOX 


Performing data analysis (cannot close study)


 FORMCHECKBOX 

3. Please explain why you need to extend the study period.

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

     
4. Participant Problems

	Have there been any problems involving participants in this study since the last IRB review of this project?  (Please include, but don’t limit to, unanticipated side effects resulting from participating in the research, complaints from participants about their experience in the research, a high rate of participant withdrawal from the research, and/or injuries to participants.)

	
	 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

	If YES, describe any problem(s) and its (their) resolution(s).
	

	     


	Are there any additional risks not described in the original protocol?
	 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

	

	If YES, describe any problem(s) and its (their) resolution(s).

	     


	5. The anticipated end date for this study is (Month Year):
	     


	
	
	

	
	
	

	Signature of Principal Investigator
	
	Date

	
	
	

	
	
	     

	Signature of Faculty Advisor (if applicable)
	
	Date


FOR IRB USE ONLY

	Continuation Status
	Circle:            Approved                     Denied 

	If there is a new risk profile, is full review required? 

Circle: Yes or No or  Not Applicable


	Are the number of protocol deviations and adverse events within an expected range for the study population?

Circle:  Yes or No or  Not Applicable
	Is verification of research activities from a source other than the PI needed for the next continuation review?

 Circle :  Yes or No


IRB Chair Signature: ____________________________________Date: _______
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