
Approval Process for Conducting Human Subjects Research 
at the Ralph H. Johnson Veterans Administration (VA) Hospital, Charleston, SC
The purpose of this document is to provide an overview of the process of obtaining approval to conduct human subjects research at the Ralph H. Johnson Veterans Administration Hospital (VA) with related links to forms and contact information.  
I.	Conducting Human Subjects Research at the VA:  Approval Process Overview
A)	To begin the process, first consider the answers to these 2 questions: 
(1) Is your study research (as opposed to quality improvement)?
For guidance see:
· VHA Handbook 1200.05, Section 3 “Definitions”  (http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2531)
· Medical University of South Carolina (MUSC) Institutional Review Board (IRB) “Quality Improvement Projects Policy” (http://research.musc.edu/ori/irb/HRPP/HRPP%20Guide%20Section%203.8%20Quality%20Improvement%20Projects%20Policy%20and%20Procedures.htm
(2) Does your study involve human participants as defined by either the FDA or the Department of Health and Human Services?
For guidance see:
· Medical University of South Carolina (MUSC) Institutional Review Board (IRB) “Human and Not Human Research Policy and Procedures” http://research.musc.edu/ori/irb/HRPP/HRPP%20Guide%20Section%203.1%20Human%20and%20Not%20Human%20Research%20Policy%20and%20Procedures.htm   
B)        If the answer is “yes” to both questions above, you then need to determine if you can conduct your study at the VA by answering the next pair of questions:
(1)  Is your study design considered VA research?
VA research is defined as research that is conducted by VA investigators while on VA time, using VA resources (VA patients, VA records or VA equipment), and/or on VA property, including space leased to and used by the VA. The research may be funded by VA, by other sponsors, or be unfunded.  If funded studies focus on Veterans, funding should be administered through either the VA or through the Charleston Research Institute (http://www.charleston.va.gov/research/Charleston_Research_Institute_CRI.asp).
(2)  Do you have permission to conduct research at the VA?
The 2 main areas of consideration when requesting permission to conduct your research at the VA are: 
(a) study team eligibility (eligibility consists of meeting both employment status and training requirements.  All study team members must have employment status with the VA)
(b) VA Research and Development (R & D) Committee approval of the research study
It is important to note that when applying for approval to conduct research at the VA, it is best to begin by reviewing the eligibility requirements and protocol approval process.  Be sure to identify factors such as processing time and submission deadlines as this will help you to manage your application process and avoid delays in implementing your study.  A sample timeline is provided in Section III (F) below.
II.	Obtaining Research Team Eligibility 
As mentioned above, criteria for obtaining eligibility to conduct your study at the VA falls into 2 categories: (A) employment status and (B) training requirements.
A)  Employment Status.  Investigators who are VA-paid with VA 8ths (section “a” below) may be allowed to conduct research at the VA.  Whether or not investigators without VA-paid 8ths (sections “b”, “c” and “d” below) are permitted to conduct research at the VA is considered on a case-by-case basis by the Research and Development Committee.
1.	Categories of employment status
Only VA employees can be part of the study team conducting research at the VA.  The categories of VA employment status are: 
(a)  Compensated employees
This includes those with “8ths” appointment status, i.e. usually those who provide medical service at the VA hospital.
(b)  Without compensation (WOC) employees* 
This includes study personnel who are employees of another research site, e.g. MUSC.  To become eligible for WOC status one must submit an application, a CV and a job description, and be affiliated with a VA-appointed investigator.  (*Note: the process of obtaining WOC status can take 4-6 weeks and the steps involved are outlined below).
(c)  Intergovernmental Personnel Agreement (IPA) employees
These are researchers who remain on a non-VA payroll e.g. MUSC receiving pay and benefits from that other institution while providing services to the VA.
(d)  Contract employees
2.	*Applying for WOC Status
	(a)  Overview
The WOC application approval process can take on an average of 4-6 weeks and personnel may not begin work at the VA until their WOC application is approved.  The applicant must either be affiliated with or sponsored by a VA investigator.  Physicians (MD or DO), Psychologists, Social Workers, Nurses (RN or LPN), Nurse Practitioners, Physicians Assistants, Dentists, Podiatrists, and PharmDs (or any other licensable professional) must be credentialed and privileged through the VA before they begin seeing patients.
This application process can be started while completing the appropriate training sessions and initiating the IRB and Biosafety review forms.  You can download the WOC application packet from the VA forms page: http://www.charleston.va.gov/research/For_Investigators_Committees_Forms.asp. 
You will need to have fingerprints and a photo taken.  
	(b)  The application process
Step 1:  Prepare a CV and job description and send to Chuck Holloman, who will forward them to the main VAMC for review by the credentialing office.  Include your title and the study PI(s) in the description as well.
Step 2:  Print out the WOC application (PDF), and obtain necessary signatures.  You can access the form here: (http://www.charleston.va.gov/Documents/research/FI/for-investigators-WOC_Packet.pdf).  Note that training is also a part of WOC status approval and information regarding training requirements can be found on page 2 of the PDF document.  Also, if you require VA computer access complete “Authorization for Release of Information,” the SF85 portion of the WOC application.
Step 3:  Take completed paperwork and training certification documents to Chuck Holloman in the VA Research Office, Strom Thurmond Building, Room 148, who will review it with you.  No appointments – first come first served.  
Step 4:  Once the application for WOC status is approved, and fingerprints and photos have been taken if required, you will be issued a VA identification badge.  
B)  Training Requirements – All Employment Categories
VA regulations require study personnel (investigators, coordinators, and technical support) to complete specified training modules, depending on their employment status and affiliation, e.g. VA/MUSC, VA only, etc.  A link to a summary table of training requirements by employment type is provided under “Training Resources.”
1.	Training includes the modules detailed below. 
(a)  CITI Courses VA CITI Human Subjects Protection training (http://www.citiprogram.org/default.asp )
· There is a 17 module version for biomedical research and an 11 module version for social and behavioral research.  To access the module appropriate for your study, you must affiliate with VA-Charleston when signing in.  In the event of questions about accessing the training website, please contact the VA Research Compliance Officer (789-6708).
· CITI “Good Clinical Practices” course 
(b)  Talent Management System (TMS) Courses
Other required courses are listed below and are accessible via the VA TMS at https://www.tms.va.gov/plateau/user/login.jsp.  
If you’re new to the site you can create your account by clicking on “Create New User.”  If you find you don’t have access to one or more of these training modules, contact the Administrative Officer, Ben O’Dell (789-6710; Benjamin.o’dell@va.gov) to have these VA-specific trainings added to your TMS account.  Upon the completion of these courses, forward copies of your certificates to the VA Research Compliance Office (contact at 789-6708 or 789-6769).  
· Information Security 201 for Research and Development Personnel
· VA Privacy and Information Security Awareness and Rules of Behavior 
http://www.charleston.va.gov/research/For_Investigators_Training_Opportunities_and_Requirements.asp  - this link will take you to the VA training page.  Once training is completed, scroll down to the “Security Awareness” section to access a form, which you will print out, sign & submit to the VA Research Office, STB, Rm 148.
· Privacy and HIPAA Training
2.	Training resources
(a)  For a list of training requirements and to access the CITI site and the Security Awareness Training, visit the RHVAC: http://www.charleston.va.gov/research/For_Investigators_Training_Opportunities_and_Requirements.asp  
(b)  In addition, the “Basic Research Compliance Training” table provides a training summary categorized by employment and affiliation, along with a re-certification schedule and interactive links to the training websites.  The document can be found on the SCTR web page at: https://sctrweb2.musc.edu/research_toolkit/preaward/regulatory/vamc  
(c)  Any questions regarding modules and/or required certification contact the VA Research Compliance Officer (789-6708)
III.	Obtaining Protocol Approval 
A)  Overview
Human subjects research conducted at the VA first requires IRB approval (application details below1), and may require approval from the VA Biosafety Subcommittee (application details below2), which reviews all research activities involving biological, chemical, physical, and radiation hazards for compliance with all applicable regulations, policies, and guidelines.  
Once these committee approvals are obtained, you can then submit a Request to Review Research Projects form to the VA R&D Committee for approval (application details below3).  However, reviewing this request form will give you the list of documents you will need to provide with your application, so it’s advised that you familiarize yourself with the form early in the process.  You can access the “Submission Packet” here: http://www.charleston.va.gov/research/For_Investigators_Committees_Forms.asp.
All of these committees have meeting dates and application deadlines that you will want to keep in mind to manage your study’s approval process and avoid delays.  Please also note that the MUSC IRB office (the IRB of record for the Ralph Johnson VA Center), has 3 IRBs.  IRB I and II review non-corporate sponsored studies.  If your study falls into this category, which of the 2 boards will review your particular study depends on your department affiliation.  Board III reviews corporate sponsored studies regardless of department.  You can determine which IRB will be reviewing your study application and their meeting dates and deadlines at the site listed below.  
B)  Meeting dates and application submission resources
IRB contact information, meeting dates and submission deadlines.  Meeting dates and deadlines refer to full board review only.  Exempt status and expedited review applications are assessed on an ongoing basis
http://research.musc.edu/ori/irb/deadlines.html
VA Biosafety Committee meeting dates and submission deadlines 
http://www.charleston.va.gov/research/For_Investigators_Committees_Biosafety_Meeting_Dates.asp 
R & D Committee meeting dates and submission deadlines:  http://www.charleston.va.gov/research/For_Investigators_Committees_R_D_Meeting_Dates.asp 
C)  Submitting an application to the IRB Committee
The MUSC IRB approval process is based on the level of risk inherent in the study.  You can access a description of the various levels of review in Section 3 of the following site: http://research.musc.edu/ori/irb/policies.html.  Documents required as part of your application package will be based on your study activities.  Study protocol, informed consent and HIPAA documents are typically required to accompany the IRB application.  Any subject questionnaires, advertisements and letters of support may also be requested if applicable.  Forms can be accessed at: http://research.musc.edu/ori/irb/forms.html.  
In addition to the MUSC IRB requirements, in some cases the VA requires documents containing VA-specific language.  Those forms are listed below and can all be found at: http://www.charleston.va.gov/research/For_Investigators_Committees_Forms.asp 
It’s always best to download the forms from the website to ensure you are using the most current version
-  VA consent (Note that on the site above, there are 2 VA consent templates provided one formatted for an eIRB submission and the other formatted for an ERMA submission 
	-  VA consent to use picture and/or voice recording 
[bookmark: _GoBack]	-  VA HIPAA (full authorization form)
	-  VA Flyer 
-  VA Protocol (this is the “Request to Review Research Proposal” document)
D)  Submitting an application to the Biosafety Committee
To access the Biosafety Committee application, click the following link: http://www.charleston.va.gov/Documents/research/FI/for-investigators-comm-safety-form-10-0398.doc.  The document includes a sample application, the application form and instructions.  
Note that the Biosafety Committee also requires 
(a)  a chemical inventory list for every lab used whether MUSC or VA (you can find a sample inventory list here: http://www.portland.va.gov/Research/committees/safety/index.asp#review) 
(b)  the study protocol (research design and methods/procedures of the science plus the SRS Biosafety form 10-0398)
E)  Submitting an application to the R&D Committee
Once all applicable subcommittee approvals are obtained you can then submit a Request for Review to the VA R&D Committee.  For a template of the request form go to: http://www.charleston.va.gov/research/For_Investigators_Committees_Research_Development.asp 
If you have never submitted a proposal to the Ralph Johnson VA before, you must include a completed Investigator Data Sheet with your submission to the R&D Committee, which can be found at the end of the “Request for Review” document.  Submit any questions to Rudell Ryant, R&D Committee Coordinator, (843-789-6711; Fax 843-789-5384).  Hand deliver hard copies of the final documents to her as well at the Research Office (Strom Thurmond Building, 1st floor, Room 149).
Once the R&D Committee has approved your application and all other training and eligibility requirements have been met, you will receive a letter from the ACOS/Research giving you permission to start your study.
F)  Obtaining study approval – sample timeline 
In this example you’re affiliated with the Dept. of Medicine at MUSC and you’ve determined that your study requires both VA Biosafety Committee and MUSC IRB (full board) approval prior to submitting it to the VA R & D Committee.  You want to begin recruiting at the VA sometime in November so you have to have R&D Committee approval by then.  
Step 1:  Access meeting dates and submission deadlines for all committees at, http://www.charleston.va.gov/research/For_Investigators_Committees.asp 
Step 2:  Determine the R&D Committee’s meeting date and application deadline appropriate for your study’s timeline.  In this example you want to begin recruitment in November, so you want to make the November 1st R&D meeting which has an October 18th application deadline. 
Step 3:  Determine the meeting dates and submission deadlines for the Biosafety Committee and IRB II board that will allow you to make the R & D submission deadline (IRB II reviews Dept. of Medicine studies).  In this case making the September 25th Biosafety Committee meeting and the October 16th IRB II board meeting will allow you to meet the R & D application deadline of October 18th.  For applications to be reviewed during those meetings they must be submitted by September 17th and September 20th, respectively.
Meeting dates and deadlines are compiled in the table below:
Timeline for Application Submissions 
	Committee
(**see notes below) 
	MUSC IRB II Committee
	VA Biosafety Committee
	VA Research & Development Committee

	Submission Deadlines
	9/20/12
	
	9/17/12
	
	10/18/12
	

	Meeting Dates
	
	10/16/12
	
	9/25/12
	
	11/1/12

	(**) IRB and Biosafety Committee applications can be submitted for approval concurrently.  


IV.	For additional information on review requirements and processes 
A)	Contact:
	-  The Research Compliance Office at 789-6708 or 789-6769
	-  Rudell Ryant, R&D Coordinator at 789-6711
	-  Kelly Page, Executive Director of the Charleston Research Institute, at 843-277-2760; kelly@chsri.comcastbiz.net
B)	Also, support materials can be found on the SCTR Toolkit at https://sctrweb2.musc.edu/research_toolkit/preaward/regulatory/vamc .
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