University of Hawaii • Human Studies Program 

Protocol Violation Report

The UH Human Studies Program requires reporting of major protocol violations within ten days. A summary of major and minor protocol violations is required with the renewal application. See definitions attached. Additional policies and procedures pertinent to reporting protocol violations are documented in SOPP 104, which is posted on the Human Studies Program website at https://manoa.hawaii.edu/researchcompliance/policies-guidance. 
Date of Report:      
CHS #      
Study Title:      
Principal Investigator (PI) Name:      
Title:      
Affiliation:      
Phone:      
Email:      
Enrollment Status:  FORMCHECKBOX 
 Open     FORMCHECKBOX 
 Closed
Number of Locally Enrolled Participants:      
	Describe the protocol violation, including dates and other details:      


	Describe the factors that led to the protocol violation:      

	Describe any compromises to participant safety/welfare or integrity of the research data, and address whether the violation is likely to affect subjects’ willingness to continue participation in the study:      

	Corrective Action Plan (CAP):      

	Describe corrective actions already taken, dates of implementation, whether and how participants were informed of the violation, and participant outcomes:      


 FORMCHECKBOX 
 The IRB-approved consent form is attached (required)

________________________________  ______________________________  _______________
Printed Name



 Signature


           Date

Reporting Protocol Violations: Key Definitions
Protocol Violation:  Any deviation, change or departure from the IRB-approved protocol that does not have prior approval by the IRB unless the change is necessary to remove an apparent immediate hazard to one or more study participants. 
Minor Protocol Violation:  A protocol violation that does not impact the safety or welfare of study participants, compromise the integrity of study data, or affect participants’ willingness to participate in the study. Examples of minor protocol violations include the following (not an all-inclusive list):
· Use of an outdated version of the consent form if risks to participants described in the form do not differ from those described in the current consent form;

· A study procedure conducted out of sequence;

· A study visit conducted outside the required time period; 

· Failure to perform a required lab test that, in the opinion of the PI, is unlikely to have a negative impact on participant safety or welfare or the integrity of the data collected; or 
· Enrolling more than the IRB-approved number of participants. 

Major Protocol Violation:  A protocol violation that may impact the safety or welfare of study participants, compromises the integrity of study data, or affects participants’ willingness to participate in the study. Examples of major protocol violations include the following (not an all-inclusive list):  
· Failure to obtain informed consent, or obtaining informed consent from a participant after initiation of study procedures;

· Using an outdated version of the consent form when risks to participants described differ from those described in the current consent form; 

· Performing a study procedure not approved by the IRB;

· Modifying a study without prior IRB approval unless to remove an apparent immediate hazard to one or more study participants; 

· Enrollment of a subject who did not meet all inclusion / exclusion criteria;

· Failure to perform a required lab test that, in the opinion of the PI, may affect the safety or welfare of one or more participants or the integrity of the data collected;

· A drug / study medication dispensing or dosing error;

· A study visit conducted outside of the required time period with a potentially adverse effect on the safety or welfare of one or more study participants;

· Failure to follow applicable federal regulations or IRB policies and procedures, including those for reporting Unanticipated Problems and Adverse Events; or 
· Failure to follow an IRB-approved safety monitoring plan.

Email protocol violation reports to uhirb@hawaii.edu and mail/deliver hard copies (following the current Submission Guidelines) to: UH Human Studies Program, 1960 East-West Road, Biomedical Building, Room B-104, Honolulu, Hawai‘i 96822-2303. (2-13-12)
APP 07 – Protocol Violation Report Form, rev. 12.28.14

