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Protocol deviation:  non-compliance with the study protocol and/or procedures that do not usually impact study partcipant's rights, safety and/or welfare, compromise the integrity of the study data and/or study participant willingness to participate in the study.
 
Protocol violation:  non-compliance with the study protocol and/or procedures that may impact participant rights, safeyt and/or welfare, compromise the integrity of the study data and/or participant willingness to partcipate in the study.
POLICY: In accordance with Piedmont Healthcare Institutional Review Board (PHCIRB) policy #6422, protocol deviations or violations requiring reporting (described below) must be reported to the PHCIRB within 10 working days of the investigator's knowledge of the event.
Reporting is required for deviations or violations that meet one or more of the following criteria.  Check all that apply AND provide a brief explanation/rationale for the selection:
 
 
 
 
     1.                                       Affect the rights, safety, or welfare of subjects
     2.                                       Affects the integrity of the study data
     3.                                       Affects the subject's willingness to continue participation
     4.                                       Instituted to protect the subject from immediate hazard
 
Yes
No
Explanation/rationale:
.
INDICATE DEVIATION OR VIOLATION AND TYPE
 
                             EVENT                                       EVENT TYPE
                             
                             Deviation                                     consent/enrollment process
                             Violation                                      device use                                                                                                                                                                     drug dispensing or dosing error
 
                                                                                  laboratory requirements
 
                                                                                  study procedure requirements
 
                                                                                  other
         
 
IRBNet ID and title:
Participant ID, enrollment date and event date 
Event details (this section to address the event criteria described on page 1 in items 1-4):
Corrective action(s) (describe how the event(s) will be prevented going forward:
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Is the drug FDA approved for the indication described in the protocol?
select one
Yes, provide FDA documentation
No, see IND waiver requirements
Both, differentiate drug categories 
below
Specify commercial and experimental drugs:
IND Number (when applicable)
IND holder
NOTE:
  When applicable, if the IND number is not referenced on the protocol or drug brochure, please be sure to provide FDA 
or sponsor correspondence referencing the use of the IND number for this study.
Does the event require revision to the protocol and/or consent form?
Yes
No
If yes, submit an amendment/revision within 14 days of this report!
PI or designee 
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.
Has the event been reported to the sponsor? 
Yes
No, explain below
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