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SIGNIFICANT DEVIATION REPORT FORM
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IntegReview does not consider protocol deviations to be different from protocol violations.  

Definition:  Significant deviations are those that deviate from the approved protocol, informed consent process and affect or can potentially affect the safety of subjects.

	Name of Sponsor:       
	Protocol No.:       

	Name of Principal Investigator: First:                           Last:          

 FORMCHECKBOX 
  M.D.  FORMCHECKBOX 
  Ph.D.  FORMCHECKBOX 
  D.O.   FORMCHECKBOX 
 Pharm.D.   FORMCHECKBOX 
 Other:       

	1. Date of discovery:       

	2. Subject No.:                 Subject Initials:       

	3. Site/company-specific identifier(s), when applicable:       

	4. Provide detailed information regarding deviation (when deviations are to the informed consent process be detailed in regards to versions of the informed consent -attach a separate page if necessary):       

	5. Does the deviation affect or could potentially affect the safety of subjects as determined by the Principal Investigator or the sponsor?   FORMCHECKBOX 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No.  IF NO, THIS DOES NOT REQUIRE REPORTING TO INTEGREVIEW.
· If yes, describe how it can/could affect the safety of subjects:       
· Describe your corrective action plan to avoid this occurrence in the future (attach a separate page if necessary):       

	6. Was the deviation initiated to eliminate apparent immediate hazards to the participant?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No.  

If yes, describe:  

	7. If yes to either questions (5 or 6) above:

a. Is the deviation being submitted within 10 days of discovery?   FORMCHECKBOX 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No.  If no, provide explanation for the delay of reporting:  


     
     


Name and Title of Person Submitting
Date


     
Name of Company Submitting
	Name of Sponsor:       
	Protocol No.:       

	Name of Principal Investigator:  First:                           Last:          

	Subject No.:                 
	Subject Initials:       


INTEGREVIEW ACTION

 FORMCHECKBOX 
  Reviewed by full board            FORMCHECKBOX 
  Acknowledgment of receipt only due to study closure
 FORMCHECKBOX 
  Reviewed by expedited review


 FORMCHECKBOX 
 Fred Kopec, J.D., Chair
 FORMCHECKBOX 
 Mary Ruwart, Ph.D., Chair 
 FORMCHECKBOX 
 Charles Ryan, Ph. D., Chair


 FORMCHECKBOX 
 Valerie Nelson, Co-Chair 
 FORMCHECKBOX 
 Tonya Reed, Co-Chair      
 FORMCHECKBOX 
Carolyn Hensler, Chair

 FORMCHECKBOX 
 Lynn Goldman, Co-Chair 
 FORMCHECKBOX 
 Erik Guerra, Co-Chair
 FORMCHECKBOX 
 Susan Parker Ginnings, R.Ph.            

 FORMCHECKBOX 
 Michael Romain, M.D.
 FORMCHECKBOX 
 Karen Haslund, M.D.
 FORMCHECKBOX 
 Christine du Castel, M.D.


 FORMCHECKBOX 
 Laurajo Ryan, Pharm.D.

  By signing below I certify that I do not have a conflict of interest with this protocol as identified in IntegReview’s SOP 35.

____________________________________________



  PRINTED NAME OF DESIGNEE
SIGNATURE OF CHAIR OR DESIGNEE        DATE

        (If not checked above)
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