
Alleged unanticipated problems involving risks to subjects or others in research funded or sponsored by the US Department of Education, or of serious or continuing noncompliance with the Common Rule for the Protection of Human Subjects, and/or protection of children in research (34 CFR 97) must be reported to:

Protection of Human Subjects in Research Coordinator

US Department of Education

400 Maryland Avenue, SW

 (Rm. 6144, Potomac Center Plaza)
Washington D.C. 20202

Phone: 202-245-8090

Email:   Jeffery.rodamar@ed.gov

Incident reports include reports of unanticipated problems involving risks to subjects or others, serious or continuing noncompliance with the Department of Education regulations at 34 CFR 97 or the requirements or determinations of the Institutional Review Board (IRB); and suspension or termination of IRB approval.  Such reports must:

· Be promptly reported to the US Department of Education.

· Contain specific allegations of fact(s) giving reasonable cause to believe that a violation has occurred, including:

· Relevant dates.

· Names and titles of the principal investigator and other third parties involved.

· A specific description of the research in which the alleged violation occurred (including title of the research project and the ED grant or contract number if known).

· A description of any contact with the researcher regarding the matter, including dates and estimated times of phone calls and/or copies of any correspondence exchanged with the researcher or IRB involving the matter.   This should include information on any investigation or corrective action completed, underway or planned.

· Any additional evidence that would be helpful in the consideration of the report of unanticipated problems and/or serious or continuing noncompliance with the Common Rule for the Protection of Human Subjects in Research.

Incident reports must be in writing.  (E-mail and/or electronic documents are acceptable.)  

