
Instructions for Completing the IRB-4 Protocol Application Form

February 2008

The Office of Research Compliance has revised the IRB-4 adverse/unanticipated event report form.  The most significant change involves the removal of the form field text boxes.  This has been a source of frustration for investigators because the form fields were difficult to edit and spell check.  In response to investigator concerns, the form fields have been removed and replaced with tables where applicable.  The form is now a fully editable Word document and is capable of tracking changes.  The form is no longer a protected document.  See below for instructions pertaining to the new forms.
IMPORTANT - Please review the following as you prepare the protocol application:

· So that the IRB can properly process your submission quickly and efficiently, please attach the IRB Face Page available at ,<Insert Columbia Website location info>.  

· The form now uses the underscore key “___” as a guide for where to provide certain requested information.  In cases where the underscore key is used to indicate Yes/No, please erase the underscore and place an “X” next to Yes or No.  In cases where the underscore key is used to indicate where to place requested information, please erase the underscore and type in the requested information.  

· Now that the form fields have been removed, please place your response below each item’s description.  

Please note that the IRB WILL NOT return an application form because the text was not placed in the right spot; however, the removal of the form fields is going to make reviewing the application more challenging so we ask that these general guidelines be followed to the extent possible.  

· DO NOT submit a handwritten application.  

· Finally, please DO NOT remove or alter sections of the form that may not be applicable to your study (i.e. do not submit a protocol application with section II deleted if your study is not funded).  The document must be provided to the IRB intact.  If a section is not applicable to the research, please put “N/A” in that answer section.  

· DELETE this instruction page from the template in the final document.  
Please contact the Office of Research Compliance at 6-8802/0986 with any questions, concerns or complaints.  
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Adverse / Unanticipated Event Report
Institutional Review Board/Office of Academic Research
218 S. Wabash, Rm. 725, Chicago, IL 60604-2444   312-369-7384   irb@colum.edu
Investigators are required to report serious and related events, when discovered during the course of research and no later than 2 working days after their occurrence. All other events must be reported when discovered during the course of research and no later than 5 working days after their occurrence.  
Study Title: _________________________________________________________________
Principal Investigator: 
	Phone: 
	Fax: 
	Email: 


	Date of Event:
	Event occurred:

Place an X in the appropriate column to the right.
	
	at Columbia College Chicago

	
	
	
	At Off-Campus site


Describe Adverse or Unanticipated Event in the space below (include where the event occurred, severity, duration, action taken, outcome, personnel involved, and plan, if applicable):

	In the opinion of the Principal Investigator:


	Indicate “Yes” or “No”

	Did this event cause harm to the participant or others?
	

	Was the event unanticipated?
	

	Was the event related to the research?
	

	Was the event reported to another IRB?
	


	Is this event listed:

	Indicate “Yes” or “No”
	Is a modification required:
	Indicate “Yes” or “No”

	In the protocol?
	
	To the protocol?
	

	In the consent form?
	
	To the consent form?
	

	
	
	To other documents?
	


Note:  If modifications are required in the protocol and/or consent form, please attach two copies, one with and one without  changes tracked.
If applicable, describe what plan has been implemented to ensure that this type of event will not occur again?

Please note that serious, related and unanticipated adverse events require full IRB review, and may warrant the suspension of new enrollment pending IRB review.

	
	

	Original Signature of Principal Investigator
	Date


	
	

	Original Signature of Faculty Advisor
	Date


Protocol #: ___________


Date: _____________
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