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Amendment/Modification Request Cover Sheet
 For Updates from Principal Investigators, Sponsors or Agencies

GENERAL INSTRUCTIONS: 

· All Principal Investigators must complete the information in Section A, B, C, and D of this Cover Sheet and sign page two. 

· Attach the respective Change Form or Forms, staple to the Cover Sheet and submit to the IRB office.

·  Forms that are incomplete, inaccurate or submitted without the required supporting documents will be returned.  This will result in a delay of the review and approval process.
· Please keep a photocopy of this form and any attachments in the protocol file.  
· The typical turn around time for properly completed forms is approximately 14 days.  Please contact the IRB office at (419) 383-6796 or IRB.Biomed@utoledo.edu with any questions or if you need assistance with this form.  

	A. Protocol Information

	IRB Number:  
	     
	            Exempt              
	       Expedited
	       

Convened

	      
UT Reference #
(For IRB office Use )

	IRB Expiration date: 
	

	Date change(s) submitted:
	

	Study Title: 
	      



	Principal Investigator:
	     

	Department:
	     
	S.S. #   or  ID#:
	     

	Building Address:
	     
	Pager:
	     

	Phone:
	     
	Email:
	     

	Person submitting changes:
	     

	Phone:
	     
	Email:
	     

	Fax:
	     
	Pager:
	     

	B. Current Activity Status

	 FORMCHECKBOX 
  UT recruitment/enrollment open or for retrospective medical record reviews, chart review continues or for                                                                                                         specimen research, new specimens continue to be collected for research purposes

	 FORMCHECKBOX 
 Enrollment closed at UT but subject intervention continues (including personal, phone, mail or e-mail contact)

	 FORMCHECKBOX 
 Long-term follow-up information from standard of care visits still being collected (enrollment closed & all research intervention complete at UT)

	 FORMCHECKBOX 
 Only data analysis & publication remain (all enrollment, research intervention, data collection, review of medical records and subject contact for research purposes complete)

	 FORMCHECKBOX 
 Study is terminated at UT, all activity including data analysis is complete

	C. Project Funding

	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Internal
	 FORMCHECKBOX 
  External

	If Yes:  Name of Granting Agency/Dept/Sponsor:         

 FORMTEXT 
                     

Is a change in the grant or contract needed?  NO  FORMCHECKBOX 
   or   YES  FORMCHECKBOX 
   

If yes, date Research and Sponsored Programs office (ext. 4252) notified of change:      

 FORMTEXT 
                                                                                                                      

	D. Type of Review Requested



	 FORMCHECKBOX 
  CONVENED  For revisions/updates that: 

1) may add risk or decrease the benefit to the subject or, 

2) may negatively impact the rights and/or welfare of the subject, or 

3) if prior convened review, are more than a minor change to a previously approved UT IRB application.  

Submit 3 full packets of materials (Protocol, Current Consent/Authorization, Proposed Consent/Authorization and this Application.  One must be an original, signed and dated by the P.I.   Submit by noon on the posted submission date.  



	 FORMCHECKBOX 
  EXPEDITED  For revisions/updates that:  

1) do not potentially add risk and, 

2) do not decrease the benefit to the subject and, 

3) do not negatively impact the rights and/or welfare of the subject, and 

4) if prior convened review, are not more than a minor change to a previously approved UT IRB application.
5) change in an Exempt protocol.  

Submit 1 full packet of materials, must be the P.I. signed & dated original - may be submitted to the IRB office at any time.

  


Please check all Change Forms you are submitting with this Amendment/Modification Cover Sheet.
   FORMCHECKBOX 
  A. Personnel    FORMCHECKBOX 
 B. Protocol    FORMCHECKBOX 
 C. Brochure or Safety Information    FORMCHECKBOX 
 D. Consent Changes   FORMCHECKBOX 
 E. Miscellaneous
Principal Investigator’s Signature






Date

Reviewers Signature







Date
The University of Toledo


Department for Human Research Protections


Social, Behavioral & Educational IRB


Phone: 419-530-2844  Fax: 419-530-2841


Biomedical Institutional Review Board 


Phone: 419-383-6796  Fax: 419-383-3248


(FWA 00010686)
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