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	New Submission Checklist


	Title:
	     

	PI: 
	​     

	Date: 
	     

	Items Required for ALL New Submissions
	
	
	
	

	
	Yes
	No
	N/A
	Office Use

	Request to Conduct Research Part I or Part I: Just In Time:
	
	
	
	

	1
	 FORMCHECKBOX 
 PI Signature
	 FORMCHECKBOX 
 Section Chief Signature
	 FORMCHECKBOX 
 Service Chief Signature
	
	
	
	

	2
	Investigator Data Sheet VA-5368 (Required for New Investigators)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3
	Project Contact Information
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4
	ALL Materials required for each Researcher listed in the Staff Form (See Form 1)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	5
	Conflict of Interest Statement(s):
	 FORMCHECKBOX 
 All Questions Answered
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	6
	Letters of Support from all affected Services 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	7
	Abstract (<500 Words)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8
	Budget
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	9
	Complete Protocol with References (HUMAN SUBJECTS STUDIES must use the IRB Protocol Template)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	10
	Appendix C and D – Data Security Checklist
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	11
	Request for Approval of Off-Site Storage/Transfer of VA Research Data
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


NOTE:  if Just in Time, the remaining forms/materials should be completed ASAP, but are not required for local R&D Committee review and approval of your project before submission.  They MUST be completed, reviewed, and approved, after your project is funded, before work can begin.

	
	Yes
	No
	N/A
	Office Use

	Part II: Safety Form ( from VHA Handbook 1200.8, Appendix G and VA Form 10-0398) with PI Signature
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Items Below as Applicable to Your Protocol

	Materials Specific to Part III: Human Subjects IRB
	Yes
	No
	N/A
	Office Use

	Investigational Drug Information Record VA Form 10-9012
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	                 Investigational Drug Brochure(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Memo Requesting Exempt Review
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Memo Requesting Expedited Review
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Request for Waiver of HIPAA Authorization
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Request for Waiver of Documentation of Informed Consent
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Request for Waiver of Informed Consent
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	HIPAA Authorization Form VA 10-5345
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Consent Form (with required elements)

·  FORMCHECKBOX 
 Correct Version of Template

·  FORMCHECKBOX 
 Names, addresses, phone #s of investigators on 1st page *Verify that after hours contact information is on file in the IRB Office if using the Research Answering Service 

·  FORMCHECKBOX 
 Source of support on 1st page

·  FORMCHECKBOX 
 Line for subjects initials on each page

·  FORMCHECKBOX 
 Version Date and/or number on last page

·  FORMCHECKBOX 
 Description of Risks and Benefits

·  FORMCHECKBOX 
 Pages numbered and titled sequentially

·  FORMCHECKBOX 
 Written in second person

·  FORMCHECKBOX 
 Type size minimum of 12 font

·  FORMCHECKBOX 
 Adequate margin at bottom of each page for approval stamp
	
	
	
	

	Authorized Representatives to Administer Informed Consent
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Data Use Agreement
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Evaluation to Sign Consent Form
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Consent for Use of Picture and/or Voice
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Surveys, Questionnaires, Pamphlets, Flyers, Brochures, Data Collection Forms
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Application for Research Use of Ionizing Radiation (Pitt HUSC-RSC 1001) completed and submitted and directly to the VA Radiation Safety Committee
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	
	Yes
	No
	N/A
	Office Use

	Part IV: Animal Component of research Protocol (ACORP)                Check Section Y to review appendices to be included
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	 FORMCHECKBOX 
 APX 1
	 FORMCHECKBOX 
 APX 2
	 FORMCHECKBOX 
 APX 3
	 FORMCHECKBOX 
 APX 4
	 FORMCHECKBOX 
 APX 5
	 FORMCHECKBOX 
 APX 6
	 FORMCHECKBOX 
 APX 7
	 FORMCHECKBOX 
 APX 8
	 FORMCHECKBOX 
 APX 9
	
	
	
	


	
	Yes
	No
	N/A
	Office Use

	Part V: Application to Use Radioisotopes in Research (Completed & Approved Application to use Radioisotopes in Research)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Notes:

* HIPAA Authorization Form VA 10-5345: Appropriate blanks must be filled (i.e. Principal Investigator, specific information to be used, specific purpose(s) including but not limited to any disclosures required by the sponsor)

** Authorized Representatives to Administer Informed Consent :: PI does not need to be listed. Any Co-Investigators who will sign the consent form in the PI’s absence must be listed.


	Research Office Use Only:

 FORMCHECKBOX 
 Incomplete

 FORMCHECKBOX 
 Complete
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·  FORMCHECKBOX 
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·  FORMCHECKBOX 
 IRB Chair

·  FORMCHECKBOX 
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