
CHECKLIST FOR SUBMISSION OF NEW HUMAN SUBJECTS PROTOCOLS
· Reminder: Always get the most recent of each of these forms from the Research Service Website at http://www.portland.va.gov/Research/piservices/rd_forms.asp 
· All IRB appendices/forms referenced under the Initial Review Questionnaire below may be found at the website above.
· Starred materials (*) are required

PROPOSED PROJECT QUESTIONNAIRE (PPQ)*
	Either previously submitted to the research, or submitted with the other IRB materials
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO


ABSTRACT*

	Abstract (per item 1 on the PPQ) Either previously submitted to the research, or submitted with the other IRB materials
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO


CONFLICT OF INTEREST FORMS*

	There should be one COI form for the PI, and each investigator (co-investigator, sub-investigator, site PI and/or study chair, if at the PVAMC) who will be involved in VA research at the PVAMC.
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO


Initial Review Questionnaire*
	Most recent version from website used?
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO

	PVAMC Procedures Specified? (Q.4B)
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Is PVAMC Coordinating Center? (Q.4F)

      If yes, Appendix M attached? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Vulnerable Subjects? (Q.11)

      If yes, Appendix A attached? 
	
YES
   NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A    

	PHI prior to consent? (Q13B)
     If yes, Waiver for Screening/Recruitment attached?
	
YES
   NO     

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Contact w/ Potential Participants Prior to Consent? (Q.13D)
     If yes, phone script, letters, etc. attached?  
	
YES
   NO
 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A     

	Ads/Recruitment Materials? (Q14A-C)
     If yes, materials attached? 
	
YES
   NO
 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A    

	Payment for participation? (Q.18)

     If yes, Appendix B attached? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Any “usual care”? (Q.19)

     If yes, additional info attached?
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Investigational Drugs? (Q20)

     If yes, Appendix C attached?

     Form 10-9012 submitted for each drug on Appendix C?

     Prescription Authorization Form(s)

     Is IND Required?
Also submit (as applicable)

 FORMCHECKBOX 
 FDA 1572

 FORMCHECKBOX 
 Inv. Broch/Pkg Insert


	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A



	Dietary Supplements? (Q.21)

     If yes, Appendix C attached? 

     If yes, Appendix D attached? 

     Form 10-9012 submitted for agent(s)? 


	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Investigational Device? (Q.22)
     If yes, Appendix E attached? 

     Sponsor/Mfg info attached? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 
 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Radiation? (Q.23)

     If yes, Appendix F attached? 

     Date to RSO w/ Review Sheet:  ​​​​     
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Human Biological Specimens? (Q.24)

     If yes, Appendix G-1 or G-2 attached? 

     ORD waiver needed? 

                        If yes, date received:      
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Data Safety & Monitoring Plan needed? (Q.28)
     If yes, Appendix K attached? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A 

	Audio/Video/Photos? (Q.30)

     If yes, Appendix H attached?

     If yes, Consent for Picture/Voice attached?
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	DUA/DTA, Stat Analysis or Safe Harbor? (Q.39C)

     If yes, DUA, DTA, or Appendix I or J attached? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A

	Is IRQ signed? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO


personnel
	All staff have submitted an education verification form or are credentialed in VetPro? 
	 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO          

	Scope of Work Form submitted for each member of the research team?
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

	Have all staff completed required trainings?   
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

	Appointment (paid or WOC) is in place for all study staff?
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO 

	Is this a project with a Mentor? (IRQ Q.2A)
    If yes, is NIH biosketch of mentor attached?

    If yes, will mentor attend mtg or receive training from RAO?       
	
YES
NO    
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A


Informed consent:      FORMCHECKBOX 
 NA – Proceed to “waiver” section 
	Current ICF template version used? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO

	HIPAA Authorization Submitted as a separate document?
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO


-OR- 
waiver:      FORMCHECKBOX 
 NA – Proceed to next section 
	Request for Waiver of Informed Consent Process submitted? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO

	Request for Waiver of Informed Consent Documentation submitted? 
	 FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO


PROTOCOL SUBMITTED?
1
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