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	Significant Protocol 
Deviation /Violation Report Form

	Significant Protocol Deviation/Violation is defined as any change that affects the scientific integrity or design of the study or the rights, safety or welfare of study subjects. This includes planned protocol deviations/violations. Protocol deviation/violations that affect only logistical or administrative aspects of the trial are not considered significant and should not be reported on this form.

(Use this form to report significant protocol deviations\violations that occur at your site)

	

	Principal Investigator Name:
	     

	Protocol Number:
	     

	Sponsor:
	     

	
	
	

	Date of Occurrence: 

     
	Has this event been reported to the Sponsor? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
 No
	Emergency Condition     Non Emergency

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No                  FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No

	Describe the significant deviation/violation along with a brief explanation as to why it occurred: 

     

	In your opinion did the deviation/violation increase risk to the subject or others?     

 FORMCHECKBOX 
  Yes (Describe the degree of impact)  FORMCHECKBOX 
 No

     

	Please explain what measures you have taken to prevent a future occurrence: 

     

	
	
	(   )   -    

	Investigator/Designee  (Print)
	
	Phone Number

	     
	
	(   )   -    

	Investigator/Designee Signature /Date
	
	Fax Number








	2525 Camino del Rio South
	Phone:  (619) 282-9997

	Suite 300
	Fax:   (619) 282-9998

	San Diego, CA 92108
	E-mail:  mailbox@biomedirb.com
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