
All Research Staff - Investigators and Coordinators 

All modifications to human subject protocols submitted to the Health Science Center IRB must be submitted to the VA Subcommittee for Clinical Investigation (SCI) for review and approval before recruiting VA subjects with a new informed consent.   This includes notifying the SCI of sponsor changes, additional investigators or sub-investigators, letters from the sponsor, DSMB reports, protocol deviations, IRB annual renewals and project closure.  All protocol and informed consent revisions must be sent to the VA Research Office simultaneous to the IRB submission.  A copy of the IRB approval letter with the new informed consent (if applicable) must also be sent to the Research Service following IRB approval.  For drug studies, the pharmacy will delay dispensing study drugs until the SCI and R &D committees have reviewed and approved the new informed consent as well as any new investigators/sub-investigators whose signatures are on investigational drug prescriptions. 

When adding investigative staff to a protocol – completion certificates of Good Clinical Practice and Human Subjects Protection training and Research Office clearance (WOC) are required for all investigative staff (sub-investigators, coordinators, or other staff) added to protocols; see Scope of Practice and Education Verification  (can you maybe make these links to the forms in the “Forms Section”) forms. We must also have IRB approval of any added investigators. Please contact Tiffany Ramsey at ext. 5955 for additional information needed for participants.
 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 02/01/07-01/31/08. "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.

CPRS Access and Documentation - the patient’s informed consent and other pertinent information must be documented in the patient’s electronic medical record (CPRS).  Contact Shelley Jenkins at ext. 4204 or via email at Shelley.Jenkins@va.gov  for the CPRS access form. 

Please contact Tiffany in Research Services at 376-1611 ext. 5955 if you have questions.

