UMES Policy on Reporting Incidents to OHRP
These reporting guidelines apply to nonexempt human subjects research that is supported by the DHHS or covered by the UMES FWA, regardless of funding source.  UMES is required to report certain findings and determinations of the UMES IRB to the OHRP.  Under the 2018 Requirements at 45 CFR 46.108(a)(4) and 45 CFR 46.113, the following incidents must be reported to OHRP:
1) Any unanticipated problems involving risks to subjects or others;
2) Any serious or continuing noncompliance with 45 CFR 46;
3) Any serious or continuing noncompliance with determinations of the IRB;
4) Any suspension of IRB approval; and
5) Any termination of IRB approval.

The IRB Chairperson is authorized as the individual who will submit reports to the OHRP or appropriate federal agency’s regulatory office.  The report will be submitted to the OHRP or other relevant signatory agency within 15 business days of notification.  A copy of the report will also be submitted to the Office of Sponsored Research and Programs, the Office of Research Compliance, the Principal Investigator(s), and other relevant individuals.  The IRB Chairperson may also determine if the report should be provided to the supervisory chain of the principal investigator(s).  The IRB Chairperson has the authority to report an IRB finding where the research is not funded or regulated by DHHS, FDA, or other signatory agencies to the Common Rule.

Information required in the submission includes: report status, type of report, unanticipated problem type, category of incident, study title, name(s) of the principal investigators, funding source and award number, description of the research, detailed description of the incident, corrective plan of action, and corrective action category.  Other information included in the report includes: FWA or IORG number of the reporting institution, FWA(s) of the institution(s) conducting the research, protocol number(s) of the study, name of the FWA signatory official, Human Protections Administrator name, name and address of the reporting institution, name, phone number and email of the IRB chairperson.  More information on the requirements of submission can be found at https://www.hhs.gov/ohrp/compliance-and-reporting/guidance-on-reporting-incident/index.html
The UMES IRB chairperson will submit the report via https://oashsps.my.site.com/ohrpwebforms/s/incident-web-form and or other appropriate mechanism.


