
	 

	VA R&D Committee Research Study Submission Form

Roudebush VAMC, Indianapolis

	Instructions: This form must be completed for all new research projects and updated as necessary.  All sections of the application must be completed.  If a section is not relevant, please enter "N/A".  Do not leave any fields blank.  Handwritten and/or incomplete forms will be returned.  

	Project Title/ IRB # 

     

	1. Principal Investigator  (Last, First, M.I., Degree)
       
	VA Title (e.g. Staff Physician)
        

	Phone:

      
	Fax: 

     
	E-mail:

     
	Preferred Campus Mail Code:

     

	2. VA Responsible Investigator, if NOT Principal Investigator (Last, First, M.I., Degree/VA Title)                                  

 FORMCHECKBOX 
 N/A 

	Phone:

      
	Fax: 

     
	E-mail:

     
	Preferred Campus Mail Code:

     

	Agreement with information in this submission form by VA responsible Investigator: _________________________________________________________

Signature                                                                          Date

	3. Research staff and others who will be involved in study procedures at the VA (Include only those who will be directly seeing participants or handling VA sensitive data.)

	Name: 
	Role in study (e.g. coordinator or Sub Investigator): 
	Phone/ email: 

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


	4.  Will this study be banking any tissue or other biologic specimens?   FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes (continue below)
 Location of on-site -Tissue Bank/Laboratory
     

                                       






                      (VA building)


    (Room number)

 Location of off-site Tissue Bank*
     

                                                     


                                                              (Institution)



             (Address)

(*The VA must approve off site Tissue Banks.  Please call the Research Office at 988-3032 for further information.)


	5.  VA resources to be used for this project (complete all that apply):     

·  FORMCHECKBOX 
 VA Patients

·  FORMCHECKBOX 
 VA Clinical Space       (please designate-e.g.cath lab, Blue team,)
·  FORMCHECKBOX 
 VA Clinical Research Center (schedule rooms C-3159, 3161, 3162, 3165 

           through RMS; key in D-3040 and sign in on log sheet please)

·  FORMCHECKBOX 
 GCRC Biochemistry Laboratory

·  FORMCHECKBOX 
 GCRC Pharmacogenetics Laboratory

# of Outpatients

Visits per patient

Total Outpatient Visits

Approx. Length of each visit

Targeted Enrollment (Ethnic)
Females
Males
Total
Hispanic or Latino

Not Hispanic or Latino

Totals

Racial Categories

Females

Males

Total

American Indian/Alaska Native

Asian

Native Hawaiian or Other Pacific Islander

Black or African American

White/Caucasian 

Totals 

·  FORMCHECKBOX 
 Additional space (lab or office?)       (Submit a request memo to ACOS, R&D.)
·  FORMCHECKBOX 
 VA Pharmacy (Note VHA Handbook requires that all drugs used within the bounds of investigational protocols be shipped to, maintained and dispensed from the VAMC Pharmacy.  Charges may be required for these services.

      FORMCHECKBOX 
 The Pharmacy Program Manager has been contacted  (988-4201 or
          page 310-4933)
      FORMCHECKBOX 
 VA Forms 10-9012 have been completed/submitted for each drug in the

          study 

      FORMCHECKBOX 
 Pharmacy Service charges and support have been agreed upon.
·  FORMCHECKBOX 
 VA Pathology & Laboratory Medicine Service(submit Pathology & Laboratory Impact Estimation Worksheet)
·  FORMCHECKBOX 
 VA Research Laboratory [submit Research Protocol Safety Survey (10-0398) and appendix]
·  FORMCHECKBOX 
 VA Radiology (submit Radiation Safety forms-contact Radiation Safety Officer at Ext. 2336)
Note:  If VA personnel are being used as study subjects for your project (e.g. nursing surveys), union representatives will need to be contacted for approval.


	6. Financial Information for Central Office on industry sponsored studies

· $      Estimated Per Patient Reimbursement Expected from Industry Sponsor


	8. P 7.   Principal Investigator’s Assurance

The information contained in this application is complete and accurate to the best of my knowledge.

I will personally conduct this research in compliance with Federal and VA regulations pertaining to research and understand my obligations as an investigator and agree to fulfill them. 

Specifically noting that: 

a. I will obtain written approval by the R&D Committee and relevant subcommittees before this project or any amendments to it can commence and renew these approvals at least annually.

b. I will ensure that the requirements relating to Informed Consent are met.

c. I agree to inform all colleagues, associates and employees assisting in the conduct of the study about their obligations and commitments.

d. All members of the research team and I will annually review the VA Human Subject Protection/Good Clinical Practice CITI online presentation and complete any other VA required training (e.g. Cyber Security, Privacy Awareness and Research Data Security and Privacy).

e. I will report all Events that Require Prompt Reporting in compliance with VA and IUPUI/Clarian IRB policy.

f. If applicable, I agree to comply with all the regulations in VHA Directive 2000-043 (Banking of Human Research Subject’s Specimens @ http://www.va.gov/publ/direc/health/direct/12000043.pdf).
g. I am responsible for the sound financial management of the project as well.   

	Principal Investigator’s Signature
	Date


Department of Veterans Affairs
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