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This form is used by an investigator to request an exception to an approved research project.  A protocol exception is a type of planned change to an approved research project that involves a single subject or a small group of subjects, and is not a permanent revision to the research project.   VA Central IRB review and approval of a protocol exception is required  prior to implementing the changes, except where necessary to eliminate apparent immediate hazard to human participants.
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.                                            
	
	

	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 Approvals
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 PISC
Explanation:      
2.  Has the Sponsor approved this protocol exception request? Sponsor approval is required for exceptions requested 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. Type of Exception Requested (Check all that apply):
 FORMCHECKBOX 
  Participant Eligibility Criteria
 FORMCHECKBOX 
  Timing of Study Visits/Procedures     
 FORMCHECKBOX 
  Drug/Device Dispensing       
 FORMCHECKBOX 
  Continuation of study activities for a study that is           either suspended or whose approval has lapsed
 FORMCHECKBOX 
  Other, describe :      
  IV. List Participant IDs/Subject Identificantion Codes:    FORMCHECKBOX 
  Check if N/A
 Use a semicolon to separate multiple entries or arrange in columns
Participant ID(s):       

	


V. Description of Exception Requested
	1.  Decribe the exception and justify why the exception is needed. 
           
2.  Is the exception time sensitive?  

      FORMCHECKBOX 
   No   

      FORMCHECKBOX 
   Yes

     If yes, when is a decision needed by:              

3.  Will the exception affect any of the following criteria?  Provide 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 integrity of the study

 FORMCHECKBOX 
   None of the above

     Rationale:       
4.  Informed Consent:  Indicate whether the exception will be discussed with the subject.  If so, 
describe how the exception will be presented to the subject.  Attach any written materials or script 
of oral presentation to be provided to the subject.

     

	


VI. History of Exception Requests

	Have you requested this protocol exception before?
	 FORMCHECKBOX 
  Yes (If yes, explain why a protocol amendment  has not been submitted)                   
 FORMCHECKBOX 
  No                

	Do you think this protocol exception is likely to be needed again?
	 FORMCHECKBOX 
  Yes (If yes, explain why a protocol amendment has not been submitted)                   
 FORMCHECKBOX 
  No                

	Explanation:      



VII. Signature of PI/LSI 

Exception requests will only be accepted if signed by PI/CO-PI or LSI/Co-LSI
	____________________________​​​​​​​​​​​​​​​​​​_________________           ________________________________
Signature                                                                                      Date
_____________________________________________

Printed Name                   




 Submission Instructions

	The VA Central IRB currently uses a secure SharePoint site for submission of protocol exception requests and reportable events.  
This is a separate SharePoint site from the site used to load study documents and it is monitored throughout the day.  DO NOT load this request to the regular study submission folder on SharePoint as this folder may not be monitored on a daily basis.  

Since this is also a limited access site, if access is not already authorized and a request needs to be submitted, please contact the Office of Research Protections, Policy, and Education (ORPP&E) SharePoint Manager at 202-443-5653 or the VA Central IRB Administrator at 202-443-5649 to obtain access and further instructions.  The ORPP&E toll free number at 1-877-254-3130 may also be contacted.
For any other questions, please contact the VA Central IRB staff by e-mail at vacentralirb@va.gov
or at the above toll-free number.
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