Instructions for Completing the IRB-3 
Protocol Application Form

IMPORTANT - Please review the following:

· So that the IRB can properly process your submission quickly and efficiently, please attach the IRB Face Page available at http://research.uconn.edu/irb-forms-paper.  

· 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.  

· Place your response BELOW, not within, the box containing each item’s description.  

· 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 or concerns.  
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(IRB-3)  Amendment Review Form
Institutional Review Board, Research Compliance Services

Any amendment to an approved protocol must be reviewed and approved by the IRB before the amendment is implemented. Such amendments could include changes to the study design, procedures, enrollment, methods of recruitment, personnel, funding source or the consent form/information sheet.  This includes changes that appear to reduce risks to subjects. There are NO EXCEPTIONS to this rule.  


Protocol #:  _____________

Study Title: ____________________________________________________________
PI, Student Investigator, Correspondent Information:
	
	Principal Investigator (PI)
	Student Investigator (only for Student Initiated Research)
	Correspondent (primary point of contact for correspondence, if applicable)

	Name (First, Last, Degree):
	
	
	

	Department:
	
	
	

	Mailing Address
	
	
	

	Preferred Phone #:
	
	
	

	Emergency Phone # (Required Full Board, More than Min. Risk only):
	
	
	

	Preferred E-Mail Address:
	
	
	


1. Describe each proposed amendment(s) and explain why it is being made.  
2. For each amendment listed above, explain whether the proposed amendment increases or decreases the level risk to participants (thereby changing the risk/benefit ratio) and, if so, describe.  If the level of risk remains the same, describe this as well.  

Please answer the following questions:

Has the funding source or the status of funding changed since initial or last re-approval review?  

___ Yes or ___ No  

If yes, please amend the IRB-1 accordingly and, if a new funding source was added, please provide the IRB with a complete copy of the grant for review.  
Does the study have a Certificate of Confidentiality?  ___ Yes or ___ No  

Attach two (2) copies of the revised documents (e.g. IRB-1, consent forms, questionnaire, etc.) inclusive of all amendment(s) proposed.  In one copy, the amendments should be identified by using the track-changes feature of Microsoft Word to facilitate the IRB review; the other copy should be a “clean” copy incorporating the revisions.  If you are changing the key personnel on the study, submit the Appendix A form only (inclusive of all active study personnel).  It is not necessary to submit the IRB-1 to report changes in personnel.
	
	

	Original Signature of Principal Investigator
	Date


	
	

	Original Signature of Student Investigator

(Only for Student-Initiated Research)
	Date


Internal office use only:





Full Board __	Expedited __
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