
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) should 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 - certificates of training and Research Office clearance (WOC) are required for all investigative staff (sub-investigators, coordinators, or other staff) added to protocols; see attached Scope of Practice and Education Verification forms. We must also have IRB approval of any added investigators. Please contact Faye Coorpender at ext. 5268 for additional information needed for participants.  Human Participant Protections Education for Research Teams (<http://cme.cancer.gov/c01/>) and Good Clinical Practice (GCP) training (<http://vaww1.va.gov/resdev/fr/stand_down/>) is required for all investigators, co-investigators, and sub-investigators annually in order to ensure that only qualified personnel conduct the study and that it is conducted according to the approved protocol and in compliance with each individual’s scope of practice.

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 Tiffany Ramsey at ext. 5955 for the CPRS access form. 

Please contact Faye in Research Services at 376-1611 ext. 5268 if you have questions.

