Unanticipated Problems-Definitions and Reporting Guidelines for the HSR

Unanticipated problem:

An unanticipated problem is any event, experience, issue, instance, problem, or outcome that meets all 3 of the following criteria:

· Unexpected in terms of nature, severity or frequency given the research procedures that are described in the protocol –related documents AND the characteristics of the subject population being studied. 

· Related or possibly related to participation in the research.  This means that there is a reasonable possibility that the incident, experience or outcome may have been caused by the procedures involved in the research study

· The event, experience, issue, instance, problem or outcome suggests that the research places the subject or others at greater risk of harm that was previously known or recognized OR results in the subject or others actually incurring harm
ALL Unanticipated Problems must be reported to the IRB-HSR.  
The unanticipated problem may be reported as an Unanticipated Problem, an Adverse Event, a Protocol Violation or Enrollment Exception depending on the circumstances of the problem.  

If the Unanticipated Problem is also an Adverse Event (e.g.: meets all three criteria below) submit the report using the Adverse Event Reporting program in IRB Online (www.irb.virginia.edu)
· Adverse event is unexpected 

· Adverse event is related or possible related 

· Adverse event suggests that the research places subjects or others at greater risk or harm than previously recognized OR results in actual harm.  This includes unexpected adverse events regardless of severity or seriousness that alter the IRB’s analysis of the risk versus potential benefit ratio AND warrant consideration of substantive changes in the research protocol or informed consent such as newly identified risk, implementation of additional monitoring procedures of subjects, termination of enrolled subjects, or modification to the protocol or informed consent documents to include the newly recognized risks and provision of additional information about newly recognized risk to previously enrolled subjects. 

If the Unanticipated Problem is also the result of a Protocol Violation, submit as a Protocol Violation.  

· Protocol violations that increase risk to subjects or others, whether harm is actually incurred.

· Protocol violations that result in actual harm.
· Submit by going to http://www.virginia.edu/vprgs/irb/hsr_forms.html  and click on Protocol Violation and Enrollment Exception Reporting Form

If the Unanticipated Problem is NOT an Adverse Event or the result of a Protocol Violation, submit as an Unanticipated Problem. Here are some examples of items that might fit the category of an Unanticipated Problem:
· Breaches of protocol that might entail additional risk to participant or others  (for example: pregnancy, communication failures on the part of the sponsor, protocol deviations such as dosing errors, lost study drug, suspected research fraud.) 

· Situations where a subject’s confidentiality is compromised resulting in serious negative social, legal or economic ramifications for the subject (e.g. serious loss of social status, loss of job, interpersonal conflict.)  (Example:  investigator’s computer, which contained identifiable sensitive subject information, is stolen.)

· Study article contamination or device failures
· An Enrollment Exception ( e.g. a subject who did not meet all the inclusion / exclusion criteria is allowed to enroll)

· Link to Unanticipated Problem Reporting form
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