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This is a limited use form to be used by an investigator to report an exception to an approved research project due to taking COVID-19 safety precautions to protect the health and welfare of participants and study members.  Submission of a protocol amendment will not be required unless these changes will be made permanent.
DO NOT USE THIS FORM to report any protocol deviation or violation that has already occurred.  Instead, use VA Central IRB Form 129, Report of Protocol Deviations, Violations and/or Noncompliance.   Also, do not use this form to request any other type of protocol exception.  For any other exception requests, use VA Central IRB Form 127.                        

	
	

	I.  Project and Investigator Information                            
Title of Project:  

VA Central IRB Study Number:

Exception submitted on behalf of:  FORMCHECKBOX 
  PI   FORMCHECKBOX 
 LSI
Name of PI/SC or LSI:                                                           

Email:  

VA Facility Location:  (City and State)  

Telephone:  

II. Required Notifications
1. Has the PISC approved this protocol exception request? 

 FORMCHECKBOX 
  Yes (please attach documentation from the PISC agreeing to the exception)

 FORMCHECKBOX 
  No (please provide an explanation as to why you are submitting the request without having obtained approval from the PISC – see below)

 FORMCHECKBOX 
  NA: This exception request is being submitted by the PI/SC
Explanation:      
2.  Has the Sponsor/funder approved this protocol exception request? Sponsor notification is required for exceptions that (1) protect the life or physical well-being of the research participant; (2) impact the rights, safety, or welfare of the research participant; or (3) affect the scientific soundness of the research plan.
 FORMCHECKBOX 
  Yes (please attach documentation from the Sponsor agreeing to the exception)

 FORMCHECKBOX 
  No (please provide an explanation as to why    you are submitting the request without having obtained approval from the study sponsor)

Explanation:      

	


III. Description of Exceptions
	1.  Describe the exceptions implemented for the purpose of implementing COVID-19 safety precautions.  Number and list each exception, i.e., 1) Cancel non-essential in-person appointments(Visit 2 and 4); 2) Convert in person visits 5 and 7 to phone checks; 3) Temporarily stop recruitment in outpatient clinics; 4) etc.….. 
           
2.  Will these exceptions affect any of the following criteria?  Provide a rationale for all checked answers.
 FORMCHECKBOX 
   Result in an increased risk to participants or others

 FORMCHECKBOX 
   Affect the rights, safety or welfare of the participants

 FORMCHECKBOX 
   Affect the data integrity of the study

 FORMCHECKBOX 
   None of the above

     Rationale:       
4.  Informed Consent:  Indicate whether the exception will be discussed with the participants.  If so, 
describe how the exception will be presented to the participants.       

	


IV. Signature of PI/LSI 

Exception reports must be signed by PI/Co-PI or LSI/Co-LSI as applicable
	____________________________​​​​​​​​​​​​​​​​​​_________________           ________________________________
Signature                                                                                      Date
_____________________________________________

Printed Name                   




 Submission Instructions

	Submit this exception report within 10 working days of making any protocol changes due to precautions being taken for the COVID-19 virus.  Upload the report to the Initial Submissions folder on the VA Central IRB SharePoint site under the folder labeled “COVID-19 Exceptions.” The submission of this report will be acknowledged by VA Central IRB staff and reviewed by the Primary Reviewer for this study.   If the Reviewer has no questions, the report will be filed and posted on SharePoint in the PI/SC folder for the study.  A notice will be sent to the PI and any LSIs indicating that the report is posted.

One report should be submitted by the PI for each study for which precautions, which deviate from current approved protocol procedures, are being taken.  LSIs should only submit a report if the precautions being taken are different than what the PI reported and/or if additional precautions not stated in the PI/SC report are being taken at the site.  If a study team does not need to take any precautions, no report needs to be submitted.
As a reminder, no amendment will need to be submitted unless these changes will be permanent.  Otherwise, once COVID-19 precautions are no longer necessary, study teams should revert to the currently, approved study procedures.

Please call the assigned VA Central IRB Manager for you study if you have any questions.  You may also call the VA Central IRB toll free number at 1-877-254-3130.
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