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Institutional Review Board

Penn State College of Medicine

Penn State Milton S. Hershey Medical Center
                                                PROTOCOL  DEVIATION  REPORT  FORM 
         


Use  this  form  only  to  report  deviations  from  the  written  protocol  that do not require prompt reporting according to the IRB policy, but notification is required by the sponsor. 
IRB Reporting Requirements: 

Protocol Deviations that require prompt reporting include: 

· Emergency protocol deviations taken without prior IRB review to eliminate apparent immediate hazard to research participants; and 

· Accidental or unintentional deviations to the IRB-approved protocol that involved risks.

For protocol deviations that meet one of these definitions and require prompt reporting to the IRB use the Problem Report Form and Problem Accumulative Tracking Log. See the IRB Information Sheet on Reporting of Unanticipated Problems for additional information.

IRB  PROTOCOL  NO:      






DATE:      
TITLE  OF  STUDY:       

PRINCIPAL  INVESTIGATOR:           
Dept/Div:      
Mail Code:     
COORDINATOR / CONTACT:       
Phone:      
Fax:      
Mail Code:     
Subject Identifier:
     





Date of occurrence:     


1. This deviation involved:




      
 FORMCHECKBOX 
 Eligibility criteria




 FORMCHECKBOX 
 Use of medications not allowed by protocol


 FORMCHECKBOX 
 Dose, dosage schedule, or use of device

 FORMCHECKBOX 
 Visit schedule



 FORMCHECKBOX 
 Lab Values




 FORMCHECKBOX 
 Other (specify):      
2. Describe the deviation and the net effect on risk: 
     
3.   Was the deviation:

 FORMCHECKBOX 
  Staff error
 FORMCHECKBOX 
  Subject error
 FORMCHECKBOX 
  Circumstance





    
4.   Explain why the deviation occurred: 
     
5.   Explain what is being done to prevent future occurrence: 
     
6.   Was subject adversely affected by the deviation?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes,      If yes, explain:

     
7.   Was subject informed of the deviation?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No        If no, explain:

     
8.   Will subject remain in the study?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

9.   Was the sponsor notified?

 FORMCHECKBOX 
  Not a sponsored study
    
 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
  Yes    Name of sponsor contact:       
______________________________________________________________________


Signature of Person Completing This Form

Title

   Date


    
THE FOLLOWING SECTION IS FOR HSPO/IRB USE ONLY

 



  The deviation was reviewed.  No apparent adverse effects.  Action taken by PI for prevention in future.



  Other:  

















Signature of IRB official

       Date
