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OBJECTIVE:

· To describe the process for correcting Assurance/Approval Forms.  
· To describe the process for correcting finalized Meeting Minutes from the Institutional Review Board-Health Sciences Research (IRB-HSR) Meetings.
BACKGROUND:

During audits procedures there are times when errors are discovered in the Assurance/Approval Forms. If the erroneous event has already been posted to an agenda and reviewed and/or approved by board; then the IRB-HSR Meeting Minutes may also require correction.  

PROCEDURE:

Assurance Form Corrections:
When an error is discovered on an Assurance/Approval Form, the administrative staff will first determine if the Assurance /Approval Form has already been sent to the study team and/or posted to an Agenda.
· If the Assurance /Approval Form has not been sent to the study team, the administrative staff will:

· Correct the database 

· Retrieve the erroneous documents and remove from the IRB-HSR file.  

· Print a corrected Assurance/Approval Form, 

· Send the new documents for signature.  Process in the usual way.

· If the Assurance/Approval Form has already been sent to the study team, the administrative staff will determine if, since the time of the original approval, an additional event has been approved such that the expiration date, any version dates, sponsor information, PI name, etc., were updated,. 

· If no approvals have been issued since the approval in question, the administrative staff may correct the assurance form in the following manner:

· Write the following comment at the bottom of the original Assurance/Approval Form: “This original approval form contains an error/errors.  This approval form has been re-issued to correct these errors.  (Date  Initials)”
· Correct the data in the database
· Print a corrected Assurance/Approval Form and paper clip it to the original document.

· Write the following comment at the bottom of the corrected Assurance/Approval Form: “This form is a re-print of the original approval form to correct an error/errors.”

· Send the new Assurance/Approval Form with all associated documents for that event attached for-signature.  
· Once signed, the administrative staff will send the new form to the study team and staple the correction copy to the front of the original Assurance/Approval Form associated documents, and file in the appropriate IRB file.

· If an additional approval has been issued since the time of the approval in question, and those additional approval resulted in an update of  key information on the Assurance/Approval Form, the administrative staff should correct the original Assurance/Approval Form in the following manner:

· Complete the Note to File using the template located in Appendix A of this document.
· Print the Note to File on letterhead

· Correct the original data in the database

· Sign the Note to File and make one copy.  

· Send the original signed Note to File to the study team and staple the copy of the Note to File to the erroneous Assurance/Approval Form in the IRB-HSR files.
Note that there a circumstances when a correction to the Assurance/Approval Form will also need to be carried through to the IRB-HSR Meeting Minutes.  Correction the IRB-HSR Meeting Minutes will be required if:

· The correction to the Assurance/Approval Form involves a correction to the information in the Event Comment/Approval Comments field.

· The event being corrected has already been placed on an agenda, and the correction is taking place after the assigned meeting date.  
IRB-HSR Meeting Minutes Corrections:
When a correction to the minutes is required, the following process will be followed:
· Create a Note to File using the template in Appendix B of this document.

· Attached this Note to File to the IRB-HSR Meeting Minutes where the initial event was reviewed. 
DOCUMENTATION:

REFERENCES:

Appendix A:

Note to File
(Insert date) 

Please note that errors in the original Approval/Assurance Form have been discovered.  This Note to File is documentation of the correction of those errors.  

IRB-HSR: # insert
Protocol Title:  Insert 

Staff will add or delete elements from this list of criteria as appropriate for the study in question.
Delete this and all staff directions before finalizing the Note to File

	Event
	Incorrect Entry
	Corrected Entry

	Approval Date
	
	

	Protocol Expiration Date
	
	

	Approved to enroll a total of
	
	

	HSR Protocol Version Date
	
	

	Sponsor Protocol Version Date
	
	

	Adult Consent Form Version Date
	
	

	English Short Form Version Date
	
	

	Non- English Short Form Version Date
	
	

	Adult/ Parental Permission for Child Participation Form Version Date
	
	

	Parental Permission for Child Participation Form Version Date
	
	

	Sponsor
	
	

	Approval Comment 
	
	


Please file this Note to File with the initial approval in your regulatory files.
It will stand as documentation of the correction of the errors noted.
Thank you,

Name, 

Position
IRB-HSR 

APPENDIX B
Note to File

Insert date

This Note to File will stand as the correction to the 
(Insert date) 

IRB-HSR Meeting Minutes

IRB-HSR #    

Protocol Title:

Date of Meeting Minutes: 

Original entry read as follows:  Insert
The entry is corrected to read as follows:  Insert 

Name, 

Position
IRB-HSR
