All investigators, research coordinators and research assistants involved in VA human studies research must receive appropriate training in the ethical principles and accepted practices on which human studies research should be conducted.  Co-Investigators, Sub-Investigators and Research Staff who do not work at the VA and do not come to the VA to perform research and/or to enroll VA patients do not have to complete the training and other documentation, however, the PI, Co-I, Sub-I, or other Research staff member may be required to do HIPAA training if s/he has access to VA Personal Health Information (PHI).  Completion of the VHA/HIPAA Privacy Training Course is not required for the PI, Co-I, Sub-I, or other Research staff member IF the expectation is that VHA PHI will not be accessed. However, if the potential for accessing VHA PHI is great, e.g. analyzing tests that include VHA patient identifiers, or providing emergency oversight to the Research study because the PI is unavailable or on extended leave, then it would be necessary for the staff member to complete the privacy training course at that time.

Each person involved in the study must complete an educational course or a web-based course on both the protection of human research subjects, as well as Good Clinical Practice (GCP).  All investigators, research coordinators and research assistants involved in VA human studies research must receive appropriate training in the ethical principles and accepted practices on which human studies research should be conducted.  The combined online Good Clinical Practice (GCP) and Human Participant Protection Education (HPPE) course, “Overview of GCP and Human Subjects Protection,” satisfies the annual training requirement for research personnel in both GCP and human subjects’ protection education.  Please note that satisfactory completion of this course is required annual training.   Annual training" is defined as calendar year, for example 02/01/07-0/31/08. "Satisfactory completion" means that the individual scores 75% or above on each of the 9 module examinations.  Effective January 1, 2007, this web-based training course will be available only through https://www.citiprogram.org/. They will no longer be available through the Employee Education System (EES). The VA Office of Research & Development (ORD) will accept the completion of the CITI group called “VA Only.”  Non-VA Employees can register for this program at https://www.citiprogram.org/.  This training is MANDATORY and must be completed annually.

 

If you are unable to click to access the links above, please copy and paste the URL into your web browser.  For further assistance accessing and/or completing the training, please contact Shelley Jenkins at VA extension 4204, or via email at Shelley.Jenkins@va.gov.

In addition to the above education, all non-M.D. Investigators, study coordinators, and research assistants (including WOCs who perform independent clinical activities) must provide: (1) verification of their licensure and education; (2) a scope of practice or duties; and (3) must apply for a “Without Compensation” clearance if they are not VA employees.  If you do not have a scope of practice you may send a Position Description (PD) or functional statement. 

A certificate of training or written documentation that the Co-I, Sub-I or Research Staff member does not have VA involvement is required in Research before any project is initiated. Please note that co-investigators, sub-investigators and Research staff members will be required to complete the training later if they want to change their level of involvement with VA subjects. 
