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    Institutional Review Board







University of South Alabama



 
      Protocol Deviations/Violations REPORTING FORM  






 For Human Subjects Research


Street Address:



Campus Mail

Office Contact for Questions:



College of Medicine


CSAB #138


Office(251)- 460-6308

IRB Office








Facsimile: (251) 461-1595

307 University Boulevard






srobbins@usouthal.edu
CSAB #138








 

Mobile, Alabama 36688

Deviations/Violations that involve the following must be reported to the IRB within 10 Business Days of awareness:

1) Potentially increased risk to subjects

2) Impacted the scientific integrity of the study

3) Impacted the rights and welfare of subjects

4) Violates an ethical principle

	Date Submitted to IRB: 
	     
	USA IRB Protocol Number 
	     

	Study Title:      


	Principal Investigator:
     
	Participant ID Number 

(if applicable) Use only initials or patient code number
	     

	Telephone Number:

     
	Email:

      
	
	

	Person Completing Form
     
	Date of Awareness of Violation
	     

	Telephone Number:

      

	Email:

        
	Date of Occurance
	        

	Deviation /Violation Identified by:    FORMCHECKBOX 
  PI    FORMCHECKBOX 
 Study Coordinator   FORMCHECKBOX 
  Monitor  FORMCHECKBOX 
 Other ______________

	Report to the IRB within 10 working days of awareness: 

	

	Deviation/Violation includes (check all that apply)
 FORMCHECKBOX 
 Incorrect Research Treatment or Intervention Given                 FORMCHECKBOX 
  Enrollment of participant ineligible 
    (Dosage, Route of Administration, Storage etc.)                                         (Inclusion/Exclusion Criteria not met)

 FORMCHECKBOX 
 Problem with the informed consent or recruitment process      FORMCHECKBOX 
   Procedure/lab required by protocol not 
      (Incorrect version, not obtained prior to study procedures,            done

        Performing study procedures prior to consent)                                 (Lab ordered but not done, lost samples)

 FORMCHECKBOX 
 Procedure/Lab done outside required window                        FORMCHECKBOX 
   Significant Complaint from research  

      (Subject non-compliant with more than 2 visits in a row)                 subject

                                                                                                  (IRB staff receives complaint from subject)

 FORMCHECKBOX 
 Lapse in Approval of Protocol                                                 FORMCHECKBOX 
 Breach of Subject Confidentiality
     (Protocol approval expired)                                                                     (Involves release of PHI of subject) 

	Provide a Brief Description of the Deviation/Violation       


	Explain why or how it occurred      


	Did the protocol deviation/violation affect 

Safety of the subject(s)?    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No          Rights /Welfare of subject(s)?              FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Integrity of study data?      FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No           Subject’s willingness to participate?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If  the response is yes, to any of the above, an explanation of what measures you have taken to prevent recurrence of the event must be provided:      

	As a result of the deviation/violation, will the consent form and/or protocol need to be revised?   

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No
	If yes,  attached the revised consent form and protocol if applicable.     

	Action taken as a result of the protocol deviation/violation: 

 FORMCHECKBOX 
 None

 FORMCHECKBOX 
 Subject withdrawn from study 

 FORMCHECKBOX 
 Study Treatment has been stopped (temporarily)  

 FORMCHECKBOX 
 Study Treatment has been stopped (permanently)  

 FORMCHECKBOX 
 Other (explain)      


______________________________________________   
______________________________________

Signature of Principal Investigator



Date 

______________________________________________
_______________________________________

Signature of Person Completing this Form


Date
                                        (For IRB Use Only)



 FORMCHECKBOX 
  Submit report to Full IRB



 FORMCHECKBOX 
  Write to investigator with concerns



 FORMCHECKBOX 
  File with protocol – No further action required

                
 FORMCHECKBOX 
  Additional Comments: 





Reviewer





Date of Review
