RESEARCH &DEVELOPMENT CHECKLIST FOR
HUMAN STUDIES

	 FORMCHECKBOX 
 YES
	1.
	Request to Review Research Proposal signed by Principal Investigator AND Service/Section Chief (Print on Green Paper)

	
	
	

	 FORMCHECKBOX 
 YES
	2.
	Copy of complete IRB Application, to include VA consent(s) (Note:  must be “Final Resubmission for full board review” or following IRB administrative review for EXEMPT and Expedited protocols

	
	
	

	 FORMCHECKBOX 
 YES
	3.
	Date of IRB review or submission: ​​​​​​​​​          FORMCHECKBOX 
  Full   FORMCHECKBOX 
  Expedited   FORMCHECKBOX 
 Exempt  (Provide IRB approval memo if already obtained)

	
	
	

	 FORMCHECKBOX 
 YES
	4.
	Research Protocol Safety Survey, if applicable; see IRB Form B, section 12 

	
	
	

	 FORMCHECKBOX 
 YES
	5.
	Personnel Participating in Human Subject Research Study Within the South Texas Veterans Health Care System and completion of mandated course in the protection of human research and VA Research Data Security training for all study personnel listed



	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	6.
	Investigational Drug Information Record(s), 10-9012s, signed by PI 

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	7.
	Commercial Sponsor Human Research Protection Surcharge Memo

(For Private Proprietary Company Funded Studies Only)

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	8.
	Budget, if funded

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	9.
	Commercial sponsor funding memo, if funds not administered by the Biomedical Research Foundation of South Texas

(For Private Proprietary Company Funded Studies Only)

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	10.
	VA Form 10-5368, Investigator Data Sheet for Principal Investigator only, if this is the first research proposal submitted at this facility

	
	
	

	 FORMCHECKBOX 
 YES  
	11.
	VA Data Security Checklist

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	12.
	Offsite Tissue Banking Approval http://www.research.va.gov/programs/tissue_banking/default.cfm

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	13.
	VA Radiation Safety Approval (Contact Evelyn Cooke in the VA Radiation Safety office at x14035)

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	14.
	Union Approval (Required only if you will be including hospital staff in surveys or focus groups)

	
	
	

	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 N/A
	15.
	Evaluation of STVHCS Resources for Clinical Research; submit completed forms via email to stxresearch@va.gov

	
	
	

	 FORMCHECKBOX 
 YES  
	16.
	Statement of Commitment and Understanding signed by the PI

	
	
	

	 FORMCHECKBOX 
 YES  
	17.
	A copy of all electronic forms provided on a CD

	
	
	

	 FORMCHECKBOX 
 YES  
	18.
	R&D Administrative Pre-Review Meeting scheduled; ext. 16335


POC for this submission:
Name:      
Phone:      

Email:      

Dec 2008


