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Education and Compliance Support for Human Subject Research
Standard Operating Procedure

Prompt Reporting of Significant Findings that Suggest 

the Research Places Subjects or Others at Greater Risk of Harm
1.  PURPOSE

To define the procedures utilized for the prompt reporting of significant findings that suggests the research places subjects or others at greater risk of harm.     

2.  SCOPE

This procedure applies to compliance activity reviews performed by the Education and Compliance Support for Human Subject Research (ECS-HSR) Division.  
3.  RESPONSIBILITIES

The ECS-HSR Coordinators are responsible for promptly reporting to the Director of the ECS-HSR, or his or her designee, significant findings that suggest the research places subjects or others at greater risk of harm.    
The Director of the ECS-HSR or his/her designees will review the findings and determine if immediate escalation is warranted.   

4.  PROCEDURES 

4.1 The ECS-HSR Coordinators will promptly report to the Director of the ECS-HSR, or his or her
     designee, significant findings that suggest that the research places subjects or others at greater 
     risk of harm.  
Examples of which include the following: 

· Evidence of a serious adverse event or unexpected adverse event, of moderate or greater severity, appearing to be associated with the research intervention, which has not previously been reported to the IRB.

· Evidence of the performance of research procedures, of greater than minimal risk, not previously approved by the IRB.
· Lack of documentation or evidence of informed consent for multiple subjects enrolled in research activities of greater than minimal risk.

· Evidence that the majority of the research subjects enrolled/randomized did not meet the eligibility criteria as written in the IRB approved protocol.

· Protocol deviation(s), involving risk to subjects, observed in the majority of the research subjects.
· Follow-up procedures not performed on the majority of the research subjects.
4.2
The ECS-HSR, Director or his or her designee will review the findings and determine if immediate
             escalation is warranted to the appropriate institutional body, e.g. IRB Chair, Research Integrity
             Officer, the University of Pittsburgh Medical Center Privacy Officer, Legal Counsel, UPMC Risk Management or others as deemed necessary.     
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