VA Annual reports; IRB Continuing Renewals; and Training SOPs
	VA Requirements
	IRB Requirements

	1)  VA Investigators are required to submit protocol annual reports to the VA Research Office.  This is a separate and distinct VA requirement in addition to IRB Continuing Review requirements.
	1)  VA Investigators are required to submit to the IRB an annual* Continuing Review prior to the protocols expiration date.

	2)  VA Investigators not complying with the VA requirement to submit protocol annual reports in a timely manner will be referred by the Research Office staff to the Oversight Committee for Clinical Research (OCCR) for recommendations regarding an investigator’s research privileges.  The OCCR will then submit its recommendations (which could include an investigator performance improvement plan, disallowing new study submissions and/or research privilege suspension) to the R&D Committee for review and approval.
	2)  IRB approved Continuing Reviews will be reviewed and approved by the VA R&D committee as reflected in the VA R&D committee minutes.  VA investigators must submit all IRB approved Continuing Review paperwork to the VA Research Office.

	
	3)  VA Investigators whose protocols expire will be subject to the IRB’s procedures per the IRB policy and procedural manual:

Once a study expires, the IRB Administrative Office sends an expiration notice indicating that none of the following exercises can occur:  (1) collection, use, or reporting of any data; (2) performance of any study interventions; unless the IRB finds that it is in the best interest of individual subjects to continue participating in research interventions or interactions; (3) enrollment or screening of any new subjects; and/or (4) receiving any study funding.  There is NO grace period extending approval for the conduct of research beyond the expiration date.  Once a project expires, the Principle Investigator is given an additional 30 days from the expiration date to submit the Continuing Review/Study Closure Report.  For any project that is allowed to expire and for which a Continuing Review or Study Closure Report is not received within 30 days of expiration, the project may be moved from “expired” status to “expired/non-renewable” status.  To conduct further research on this project, the PI must resubmit the project according to the guidelines for new project submission.
The VA R&D Committee will review and approve IRB actions on expired protocols as reflected in the VA R&D Committee meeting minutes.  If a study subject is receiving an investigational drug or other interventions, like the IRB, the VA R&D committee may, on an individual basis, allow individual subjects to continue participation in the protocol as described above.  This will be reflected in the VA R&D Committee meeting minutes.



	
	4)  VA Investigators not complying with IRB Continuing Review procedures in a timely manner will be referred to OCCR for recommendations regarding continued Research privileges at the VA.  The recommendations (which could include an investigator performance improvement plan, disallowing new study submissions and/or research privilege suspension) will be brought to the R&D Committee for review and approval.

	3)  All Investigators, R&D Committee members, SCI members, and those individuals involved in human subject research in an R&D approved protocol must have annual continuing education as below (see text box).  Waivers may be granted on a case by case basis by the ACOS/R or designee for those individuals solely performing research not on VA duty time and at a non-VA site.
Investigators and their staff involved in human subject research failing to complete their VA required continuing education annually will be referred to OCCR.  OCR will then make recommendations to the R&D committee for action.  This at a minimum will include no new study approvals  Additional sanctions could include no new subject enrollment in ongoing studies and even termination of research privileges.
	5)  IRB requires research related HIPAA training every two years.  VA Investigators not complying with required continuing education will be subject to the IRB’s procedures per IRB policy and procedure manual.


	Finally, the ACOS/R may immediately suspend or revoke a VA investigator’s research privileges if the ACOS/R believes subjects are in immediate jeopardy due to an investigator’s failure to adhere to either the VA Annual Renewal or IRB Continuing Review Processes.




*Occasionally, the IRB requires Continuing Review more often based upon the risk benefit ratio of the Protocol.

	ORD and Collaborative IRB Training Initiatives (CITI) have developed a VA training curriculum to satisfy the ORD annual training requirements.  This curriculum includes three courses that build upon each other over three years:

 
1. A Basic Course for those who have never taken the VA basic course on Human Subjects Protections and GCP either through CITI or through EES.   (EES no longer hosts training after December 2006).  

2. CITI 101 Refresher Course consists of a number of short modules for those who have taken the VA basic course. 

3. For next year, a CITI 201 Refresher Course for those who have completed the 101 Refresher Course. 

 
ORD requires annual training in BOTH protection of human subjects in research and Good Clinical Practices (GCP).  The CITI training modules are designed to meet BOTH of these training requirements.
 
With this new CITI format, you can now register yourself as belonging to multiple facilities (e.g. your local VA facility and an affiliate institution).  If your multiple facilities have overlapping requirements, you will be able to complete the modules just once to get credit toward certificates of completion for all of your facilities.  Also, CITI will keep track of your expiration dates and email you when you are due to renew your training.  

You will have access to previous training and certificates that you have taken with CITI.  All CITI certificates of completion earned between March 2004 and December 2006 are accessible in the new software, and records of any modules completed in the past are transferred and credited in the new software.




