VA Research Project Submission Checklist


Policy:  The Research & Development (R&D) Committee and its appropriate subcommittees (IUPUI/Clarian IRBs 01, 02, 04, 05, 07) must approve all research projects submitted by VA employees for VA and Non VA funding.  This includes all projects recruiting VA patients or personnel no matter where the study is conducted and any research project conducted at the Roudebush VAMC.  The VA R&D Committee may not give final approval until all subcommittees [including the Institutional Review Boards (IRB)] have given their approval.  For VA Merit Review proposals, approval must occur before submission can be authorized.  
Directions: All submission materials must be typed and complete.  Electronic templates of submission documents are available:

· through the Research Office (D-3040), 
· on the VA intranet “V” drive under “Research”,
· on the Roudebush intranet homepage under Services -> Research, 
· on the IRB website at http://www.iupui.edu/%7Eresgrad/spon/va_forms.htm or
· on the VA Research website at http://www.iupui.edu/~varesear/index.html.
Submit the following items to the Research Office (D-3040) at least three weeks prior to the anticipated Research and Development Committee meeting (see Deadlines on the various intra/internet sites) in hard copy or email to Robyn.Bragg@va.gov or Gail.Douglas@va.gov :

A.  Research Application. The following are required for all submissions. (# copies needed)
1.  FORMCHECKBOX 
 Investigator Data Sheet(Form 10-5368), page 18: ONLY required for first time VA investigators (1)
2.   FORMCHECKBOX 
 Project Data Sheet (Form 10-1436) and Abstract: (in both hardcopy with signature and electronic format) (1) 

      3.   FORMCHECKBOX 
 VA R&D Committee Research Study Submission Form (3)

      4.   FORMCHECKBOX 
 Narrative or Protocol (3)                                                                                             

      5.   FORMCHECKBOX 
 Appendices C and D for Data Security Checklist for Principal Investigators (1)

B. Human Subjects. The Human Studies Subcommittee (Institutional Review Board-IRB) must review and approve all such projects. IRB review may occur simultaneously with the R&D review.  Additionally the following (# copies) are required for all initial submissions that involve human subjects or their personally identifiable samples or data:
 1.    FORMCHECKBOX 
 VA Research Consent Form (VA Form 10-1086) and IRB/HIPAA Authorization for the
            Release of Health Information for Research (3 each)
 2.    FORMCHECKBOX 
 IRB forms http://www.iupui.edu/%7Eresgrad/spon/download2.htm*

· Documentation of Review and Approval (DRA) (3)
· Summary Safeguard Statement (SSS) (include Recruitment Checklist) (3)
· Exempt or Expedited Research Form (3) 
· Copy of IRB approval memo when received (due to dual submissions this may not be available at first) (1) 

 3.    FORMCHECKBOX 
 VA education-Four courses must be completed on an annual basis:

· VA Cyber Security Awareness, 
· VA Research Data Security and Privacy Training, 
· VA PrivacyAwareness and 
· CITI Course in The Protection of Human Research Subjects (https://www.citiprogram.org/default.asp)   
The first three programs may be completed remotely from http://www.vcampus.com/vcekpvalo/servlet/ekp?TX=SELFREGISTATION, or from the VA-LMS intranet site (https://www.lms.va.gov/plateau/user/login.jsp) or text copies requested from the VA Research Office.  Completion confirmation should be sent to the Research Office annually.  New employees may obtain information about credentialing requirements from the Research office at 988-2526).
4.  If applicable:

a.  FORMCHECKBOX 
 All proposed advertising and recruitment material (e.g. flyers, circulars) (1)
b.  FORMCHECKBOX 
 Investigator's Brochure package insert (for drug trials) (1) 

c.  FORMCHECKBOX 
 If VA Pharmacy used:

i. Investigational Drug Information Record (VA Form 10-9012), one for each investigational drug (includes any comparator drug as well as an approved drug for an unapproved dosage, indication or route)
ii. Contact with Winston Turner, RPh, 988-4201 or Winston.Turner@va.gov to arrange for VA pharmacy support
d.  FORMCHECKBOX 
 Investigational Device Information (1)
e.  FORMCHECKBOX 
 VA Funded or Wet lab research ONLY: (Investigator lab performing experiments on
            specimen) Research Protocol Safety Survey (10-0398) (1) and Appendix
f.  FORMCHECKBOX 
 Completed Pathology & Laboratory Impact Estimation Worksheet (1).
g.  FORMCHECKBOX 
 ACORP Application and Appendices.
Note: 

· Other applications may be required on this campus for committees involved in Scientific Review (Cancer trials), the General Clinical Research Center, Radiation Safety, Human and Primate Cell Cultures, BioHazards and Recombinant DNA. 

· PLEASE REMEMBER that copies of IRB forms for Amendments (after IRB approval) and Events that Require Prompt Reporting Form (i.e. deviations, complaints and serious adverse events) should be sent to the VA Research Office (VA mail drop code 151).  A copy of the IRB approved Continuing Review should also be sent to the VA Research Office.  Exempt studies will also be required to submit continuing review information upon receipt from the Research office.
· External study monitors must sign in (AO’s office for R&D; D-3037) when visiting.
C.       Animal Use Subcommittee 
              Approves and reviews annually all projects that involve animals.
 FORMCHECKBOX 
 ACORP application (“V” drive under the Research folder) (1) Send electronically to the
     Program Assistant for Animal Facilities and Safety.

 FORMCHECKBOX 
 Required annual educational courses are online at: 

     https://www.citiprogram.org/default.asp   
D. Subcommittee on Research Safety
               Reviews all research activities involving biological, chemical, physical, or radiation
               hazards.  All protocols will be reviewed on an annual basis in accordance with Veterans’

               Health Administration (VHA) Handbook 1200.8 Safety of Personnel Engaged in Research
               (June 7, 2002). 
      FORMCHECKBOX 
 Research Protocol Safety Evaluation (10-0398) (1)

      FORMCHECKBOX 
 Safety website http://vaww.indianapolis.med.va.gov/services/safety/index.htm
      FORMCHECKBOX 
 Form 10-0398-APP (Appendix to Research Protocol Safety Evaluation) (1) 
Page 2 of 2
VAIndy Version: 0208
Replaces Version: 04/02/07, 01/25/07

