
Protocol Deviation Report Form

MUSC IRB for Human Research

(type or print all responses; use continuation pages as necessary)

	Date of Submission:       
	Number :      
(if submitting more than one deviation on this date)

	HR#     
	Protocol/Oncology Group #:     

	P.I.:     
	     

	Sponsor:     
	     

	Protocol Title:     


I.
This deviation by the research team involved:

 FORMCHECKBOX 
  Inclusion/exclusion criteria.

 FORMCHECKBOX 
  Dose, dosage schedule, or use of device

 FORMCHECKBOX 
  Use of medications not allowed by protocol

 FORMCHECKBOX 
  Other (specify):      
II.
Provide a description of the protocol deviation:

     
III.
Date of Deviation:     
IV.
Subject’s Study ID:     
V.
Did the protocol deviation result in increased risk or consequences to the subjects(s)?

 FORMCHECKBOX 
Yes            FORMCHECKBOX 
No

If Yes, explain:      
VI.
Was/were subject(s) informed of deviation?
    FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No 

VII.
Will involved subject(s) remain in the protocol?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No 
VIII.    Has this deviation been reported to the sponsor?
  FORMCHECKBOX 
Yes
             FORMCHECKBOX 
No          FORMCHECKBOX 
Not a Sponsored study
IX. 
Describe the corrective action plan for how this deviation will be resolved: 

     
X.
Describe measures to be taken to prevent the possibility of a similar violation or deviation from occurring in the future.
     
XI.
Does this deviation affect the integrity of the research study data? FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No




	_______________________________________________
Signature of IRB Official
Date
	 FORMCHECKBOX 
 Expedited Review

 FORMCHECKBOX 
 Review by Full Board
	Report to IRB meeting:
   

Acknowledgement released:
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