Phoenix 
VAMC Research Proposal Submission Checklist

	Name 
of Principle Investigator:  (Cannot be student, resident, fellow)
	

	Mailing Address
	
	Telephone No./pager/ext.
	

	(Please include your VA mail code and phone numbers)



	Project Title (not to exceed 142 characters in length):
	

	

	Investigator Use
	
	Research Use

	√ FORMCHECKBOX 

	
	1. Submit DRAFT sponsor contract/clinical agreement and budget to the Financial Management Assistant (Ellen Lancaster ext. 5104).  Prefer electronic submission:  Margaret.Lancaster@med.va.gov.  She  will forward for legal review and follow-up to get finalized and signatures.  Investigator initiated grants are required to send proposed budgets for review.
	
	√

 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	2. Request to Review Research Proposal form.  Complete ALL information including obtaining signatures from your Section and Service Chief on Item 18.
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	3. Abstract Specific Format Required (Less than 500 words—see format guidelines)
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	4.  Initial Review Application.  Respond to all questions, attach requested information, and sign.  
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	5. Investigator Data Sheet (Page 18-VA Form 10-5368) and Personal Data on VA Investigators form.  WOC paperwork must be completed for without compensation status—includes signed appointment letter from HR.  If these items are current and on file with the research service, it is not necessary to resubmit.  Must have a current, signed CV.
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	6. Investigational Drug Information Record (VA Form 10-9012).  Investigational drugs include any drug (prescription or over-the-counter, vitamins, etc.), administered during the study for any reason.  One form for each drug.  
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	7. Research Protocol Safety Survey – Required for all protocols.  Complete VA form 10-0373

If RADIOISOTOPES are used in your study, a copy of your radioisotope permit must be included. 
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	8. Institutional Animal Care and Use Committee Approval (IACUC) forms—if applicable.
	
	 FORMCHECKBOX 


	
	
	
	
	

	 FORMCHECKBOX 

	
	9. VA Appointment eighths  
	
	/8
	or VA Collaborator
	
	(8/8=full time, 4/8=half time)
	
	 FORMCHECKBOX 


	
	
	
	
	
	
	
	
	
	

	 FORMCHECKBOX 

	
	10. Phoenix VAMC Research Budget Form for studies that will be depositing funding into Carl T. Hayden Medical Research Foundation (CTHMRF).  When project has been approved, information will be forwarded to the CTHMRF so checks can be accepted.  For VA funded or NIH, include copy of the budget.  
	
	 FORMCHECKBOX 


	
	
	Continued on page 2
	
	

	 FORMCHECKBOX 

	
	12. Research Support Assessment Forms (One for each item marked YES on the Request to Review Research proposal form, Item 17).  It is the responsibility of each investigator to secure the cooperation of those services needed to conduct investigations (Pharmacy, Cardiology, Laboratory, other).  ANY STUDY involving MEDICATIONS must have support form signed by Pharmacy department.  
	
	 FORMCHECKBOX 


	
	
	
	
	

	
	
	13. If HUMAN SUBJECTS are used
	
	

	
	
	 FORMCHECKBOX 

	1. Patient Informed Consent (VA Form 10-1086) Electronic template available 

2.  Waiver request if no consent included

3. Must meet HIPAA requirements
	
	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 

	 Any advertising, patient instructions, questionnaires or information for patients must be included for IRB review (if applicable).
	
	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 

	Investigator Drug or Device Brochure for studies (or other applicable safety information)  (15 copies)
	
	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 

	e. Financial Conflict of Interest (if applicable-complete forms)
	
	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 

	f. Proof of completion of Mandatory education on "Human Studies Protection" 

http://cme.nci.nih.gov/ or CITI (recommended training, contact R&D Office for info) & Good Clinical Practice (GCP) Training http://www.va.gov/resdev/fr/stand_down/instructions.cfm (Human Studies Protection  and GCP training is required for the PI and research staff/sub-investigators including laboratory staff handling any human specimens.)
	
	 FORMCHECKBOX 


	
	
	
	
	
	

	 FORMCHECKBOX 

	
	14. Research Protocol  (15 copies)
	
	 FORMCHECKBOX 


	Submit 1 original packet to Darla Roberts, RN (ERS/151), ext. 7060 for review.  Submit consent in electronic format.  Include 15 copies of the research protocol and investigator brochures. The Research Compliance Officer will verify forms are complete.  Incomplete paperwork will be returned.  When the application is complete, the R&D Office will make 15 copies of the original packet and forward with protocol to the appropriate committees.

	The deadline for committee review is COB on the Friday that is 13 Workdays prior to the Committee Meeting .  Human Subjects projects must be reviewed by IRB prior to R&D review.  IRB meets second Wednesday , SRS meets third Wednesday, and R&D Committee meets fourth Wednesday of each month.  SAS meets as needed.  The schedule and minutes are available on the U-drive in folder “Research Info”.  

	Research Office Contacts:

	
	Nicolette Estrada, RN, MS, MAOM, FNP-C, CCRC
	Darla Roberts, RN, BSN

	
	R&D Administrative Officer (AO)/CRC
	Research Compliance Officer

	
	Tele:  (602) 277-5551 X 7694
	Tele:  (602) 277-5551 X 7060

	
	Pgr:    (602) 779-3533
	 Pgr:   (602) 779-3949

	
	Fax:    (602) 212-2047
	 Fax:   (602) 200-6020

	For Research Office use only:
	

	Date Received in Research
	
	
	Initials
	
	

	Checklist Complete:
	
	

	

	Human Subjects Meeting Date:
	
	
	Research and Development Meeting Date:
	
	

	

	Research Safety Meeting Date:
	
	        Animal Safety Meeting Date: 
	
	

	

	Approval/Disapproval Letter Sent to Principal Investigator:
	
	PI will be notified in writing of committee decisions.


�PAGE \# "'Page: '#'�'"  ��TO USE THE CHECK BOXES IN THIS FORM PLACE CURSOR ON CHECK BOX AND DOUBLE CLICK ON THE CHECK BOX. A MENU BOX TITLED "CHECK BOX FORM OPTIONS" WILL APPEAR. TO CHECK THE BOX GO TO THE RIGHT UNDER "DEFAULT VALUE" SELECT CHECKED, AND THEN CLICK OK. 


TO MOVE AROUND IN THIS FORM USE THE TAB KEY OR THE ARROW KEYS. DO NOT USE "HARD RETURNS".  THE GIRD LINES ON THIS FORM WILL NOT PRINT. THEY ARE ONLY PRESENT TO SHOW FORMAT.


�PAGE \# "'Page: '#'�'"  ��THIS FORM WILL BE REVISED AND ADDITIONAL REQUIREMENT WILL BE ADDED THAT ALL PRINCIPAL INVISTIGATORS NEED TO HAVE NIH CERTIFICATE.


�PAGE \# "'Page: '#'�'"  ��THIS IS A "READ-ONLY" FILE. TO SAVE CHANGES IN DOCUMENT YOU WILL NEED TO DO A "SAVE AS" AND GIVE YOUR DOCUMENT A NEW NAME.
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