McLeod Health

Institutional Review Board


Protocol Deviation Form
Complete this form in its entirety. Do not add or delete any fields or form will be returned for correction.
Please submit this form and a copy of any pertinent documentation to the Research Department at McLeod Health within 10 days of the deviation. Information must be typed. List only one deviation per form. For major deviations affecting the care of the subject, notification should be given within 24 hours of the deviation.
	IRB USE ONLY:  Expedited Date:               Full Board Date:              


Date of Submission:     

 FORMTEXT 
     
Study Title:      
Sponsor Name:      
Principal Investigator:      


Research Nurse:      
Institution/Practice Name:      
Email:      



Telephone:      
Subject Information - list only one deviation per form.
Subject I.D.#:                       
Date of birth:                     
Gender:   FORMCHECKBOX 
 Male     FORMCHECKBOX 
 Female

Deviation date:                         
Date identified:                      
Deviation from Protocol:

The deviation was:  FORMCHECKBOX 
 planned   FORMCHECKBOX 
 unplanned
 FORMCHECKBOX 
  Minor deviation
 FORMCHECKBOX 
  Major deviation*
 FORMCHECKBOX 
  Visit outside of window


 FORMCHECKBOX 
  *Informed consent issues:                                
 FORMCHECKBOX 
  *Did not meet inclusion/exclusion criteria
 FORMCHECKBOX 
  *Drug/dosage deviation
 FORMCHECKBOX 
  Required pre-procedure testing not done
 FORMCHECKBOX 
  Required testing outside of window
 FORMCHECKBOX 
  *Serious adverse event not reported

 FORMCHECKBOX 
  *Performed study procedure not approved by IRB
 FORMCHECKBOX 
  Other (explain/specify):                                                                                                                        
Deviation description and treatment:                                                                                                 
                                                                                                                                                          
Please explain the circumstances surrounding the deviation:      
Describe the actions taken to correct the deviation:      
List the actions that were/will be taken to prevent future deviations of this type:      
Has the deviation harmed or posed significant risk of harm to the study subject(s)?     FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Has the deviation damaged the scientific integrity of the data collected for the study?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

*Major deviation (see IRB policy on Protocol Deviations).
Was this deviation reported to?
 FORMCHECKBOX 
  Sponsor

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No 

Date reported:            
 FORMCHECKBOX 
  FDA** 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No 

Date reported:            
**Required when investigators also serve as sponsors in IND/IDE trials or expanded access protocols.
By signing below, I declare that the above is an accurate and complete description of the protocol deviation and that, upon receipt of the IRB’s review, I will fully and immediately implement any corrective actions required by the IRB.

Comments:                                    _                                                                         
Principal Investigator (printed):    ___________________   



Principal Investigator Signature                                   _    
Date:    ______       _  
Please send this original form along with any relevant supporting documentation** to:

Toshia Jones, IRB Coordinator

McLeod Health - Research Department

(843) 777-2013
toshia.jones@mcleodhealth.org
**PLEASE BE SURE TO SEND ALL DOCUMENTS TO IRB COORDINATOR ELECTRONICALLY.

FOR IRB REVIEWER USE ONLY:
I have reviewed this reported protocol deviation and determined that: (check all that apply)
 FORMCHECKBOX 
 No further action is required.

 FORMCHECKBOX 
 The corrective action I have listed in this form below is acceptable. PI must issue a statement to the
      IRB that he/she has implemented the corrective action plan as described.

 FORMCHECKBOX 
 PI must submit an interim report to the IRB on                 describing his/her progress in implementing
      the corrective action described below.

 FORMCHECKBOX 
 The attached corrective actions must be implemented.
 FORMCHECKBOX 
 The deviation reported appears to represent serious or continuing non-compliance. Further review and
      actions according to IRB policy are required.

 FORMCHECKBOX 
 Other:                                                                                                                                              
Comments/corrective action:                                        _                                                   
                                                                                                                      _         
Primary Reviewer (printed):                                                 
Primary Reviewer Signature:                                                
Date:                    
FOR IRB OFFICE USE ONLY: 
 FORMCHECKBOX 
 No action required
 FORMCHECKBOX 
 Corrective action needed (see above)





 FORMCHECKBOX 
 Deferred to convened meeting
IRB Approval Date:               
Letter Sent Date:              



Corrective Action Deadline (if applicable):               
 FORMCHECKBOX 
 Corrective action was met on:              
Is the deviation an “unanticipated problem” or does it show “serious/continuing noncompliance?”
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes (report to OHRP)
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