Appendix A: Research Compliance Reporting 
Examples of Serious Unanticipated Problems

· Interruptions of subject enrollments or other research activities due to concerns about the safety, rights, or welfare of human research subjects, research staff, or others. 
· Any work-related injury to personnel involved in human research, or any research-related injury to any other person, that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death. 
· Any VA National Pharmacy Benefits Management (PBM) Bulletins or Communications (sometimes referred to as PBM Safety Alerts) relevant to one or more of the facility’s research projects. NOTE: PBM generally forwards such communications directly to the ACOS for Research, who is responsible for determining if any of the facility’s research projects are affected and, if so, reporting the alert to the IRB and the relevant investigators. Local SOPs should address the obligations of the ACOS for Research, individual investigators, and the IRB in reviewing such alerts. 
· Any DMC, DSMB, or DSMC report describing a safety problem. 
· Any sponsor analysis describing a safety problem for which action at the facility level may be warranted. NOTE: Sponsor AE reports lacking meaningful analysis do not constitute “problems” under this paragraph. 
· Any unanticipated problem involving substantive harm or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others. 
· Any problem reflecting a deficiency that substantively compromises the effectiveness of a facility’s human research protection or human research oversight programs.
