August, 2004                          

NIH IRB MEMBER LIABILITY INFORMATION SHEET
The NIH Office of Human Subjects Research (OHSR) has had several inquiries from NIH IRB members who are not federal employees about whether they have the same protection as federal employees under the Federal Tort Claims Act (FTCA) in the event of a lawsuit against an NIH IRB. (The FTCA protects federal employees in litigation when there are allegations of negligence that occurred within the scope of their employment.)  No such lawsuits have ever occurred at NIH.

The NIH Legal Advisor’s Office  (part of the HHS Office of General Counsel) has advised OHSR that the U.S. Department of Justice (DOJ), pursuant to the FTCA, would defend the interests and decisions of an NIH IRB. Further, the NIH Legal Advisor’s Office believes that the DOJ would also defend a claim against individual IRB members, employees and non-employees, however the decision to defend non-employees would be made by the DOJ at the time that such a lawsuit occurred.

By becoming Special Government Employees (SGEs), non-federal employee IRB members can be sure that they will have the same protection under the FTCA as federal employees.   To be appointed as an SGE, an individual must complete various personnel forms, including a financial disclosure form, and agree to abide by applicable Federal ethics requirements.  Another option that ensures FTCA coverage is becoming a Special Volunteer.  This option does not necessitate financial disclosure or other personnel forms, but Special Volunteers cannot receive compensation for their IRB work.

FEDERAL EMPLOYEE IRB MEMBERS

· You are covered by the Federal Tort Claims Act, if there is ever litigation about your work as an IRB member, if your IRB service is considered part of your official duties

· Federal employees should have documentation in their personnel files that the IRB work is an official duty

IRB MEMBERS WHO ARE NOT FEDERAL EMPLOYEES HAVE THREE OPTIONS:

· Take no action and continue to serve as a compensated IRB member.  DOJ would determine your status under the FTCA at the time of a lawsuit, if one is ever filed.
· Obtain an SGE appointment, be compensated and be covered by the FTCA
· Obtain a Special Volunteer appointment, do not receive compensation and be covered by the FTCA
For additional information about NIH IRB member liability please contact OHSR at 301-402-3444.
