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As an investigator engaged in the conduct of human subject research that is being reviewed by an Institutional Review Board (IRB) of Eastern Virginia Medical School (EVMS), your signature below indicates that you agree to comply with all federal, state, and institutional policies and procedures designed to protect human subjects.  Your signature below also acknowledges your understanding and acceptance of your responsibilities as an investigator.

Investigator responsibilities include, but are not limited to:

· Protecting the rights and welfare of human research subjects and complying with all applicable provisions of the EVMS Assurance.  The EVMS Assurance may be found at  https://www.evms.edu/research/human_subjects_protection/resources/ 
· Being knowledgeable about the requirements of the Federal Regulations, applicable state law, the EVMS Assurance policies and procedures for the protection of human research subjects.  In particular, EVMS requires you to be knowledgeable about and abide by the following:

· The principles of The Belmont Report;

· Relevant Federal Regulations pertaining to human subject research, including 45 CFR 46, as amended, 21 CFR 50, 21 CFR 56, 21 CFR 312, 21 CFR 600 and 21 CFR 812;

· The most current version of the EVMS IRB Standard Operating Procedures (SOPs); and

· State and local laws pertaining to the conduct of human subject research.

(The above documents may be accessed from the IRB website: http://www.evms.edu/research/research_subjects_protection/)

· Being knowledgeable about special permissions and/or approval requirements of any hospital, facility or other location that is a site for the research activities (including obtaining data from these sites).  Responsible for obtaining permission and/or approval prior to initiating the research. Allowing research at these sites or accessing data through a system at these sites is not included in the IRB approval and must be sought separately through the appropriate institution.
· Conducting research according to the IRB approved protocol and complying with all IRB determinations.

· Ensuring that each potential subject understands the nature of the research and of their participation; providing a copy of the IRB-approved consent document to each subject at the time of consent, unless the IRB has specifically waived this requirement.  

· Promptly reporting proposed changes in previously approved human subject research activities to the IRB.  The proposed changes may not be initiated without prior IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects.

· Reporting progress of approved research to the IRB, as often as and in the manner prescribed by the IRB.

· Promptly reporting to the IRB any unanticipated problems involving risks to subjects or others.

· Distributing current IRB polices and procedures to staff members involved in the design or conduct of human subject research.

· Obtaining the signature of the Department Chairman, prior to submission to the IRB, signifying the scientific review and merit of the study.

· Ensuring that all human subjects’ protections training requirements are met for staff engaged in the design or conduct of human subject research.

· Communicating IRB approvals to sponsors.
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