PART I:  Application to Research and Development Committee

Directions: Please complete in full all parts of this application.  Use the Research and Development (R&D) Checklist to ensure submission of all required documents to the VA Research Office to facilitate review of the project by the R&D Committee.  R&D review dates and deadlines for submission as well as R&D checklist are available at http://www4.va.gov/columbia-mo/forms/index.shtml 
*Note:  Principal Investigators (PI) must have a VA appointment, either VA paid, Without Compensation (WOC) or Intergovernmental Personnel Agreement.  Resident, Intern, Fellow, Students and others in a training program may not serve as a Principal Investigator (PI).  VA credentialed and privileged professionals may serve as the PI, with the trainee serving as a Co-Investigator.   The one exception to this rule is when a Fellow holds a credentialed and privileged staff physician position at the HSTMVH.  An amendment will be required if the University of Missouri Health Sciences Institutional Review Board (HS IRB) approved with an individual in training as the PI.  Records at the VA and HS IRB must match.
	1.  
	Principal Investigator/Program Director:
	     
	     
	     
	     

	
	      LAST                                                          FIRST                           MI                           DEGREE

	2.  
	SSN
     
 (Last 4 digits only)
	3.  Phone
	     
	Ext:
	     
	4.  Mail Code:
	     

	
	
	

	5.
	FAX:
	     
	6. Pager:
	     
	7.  E-mail:
	     

	
	
	

	8.  
	  VA Appointment (Check One): 

 Service Line:       
	 FORMCHECKBOX 
  VA Full-Time
 FORMCHECKBOX 
  VA Part Time       /hrs wk 

 FORMCHECKBOX 
  WOC (Without Compensation)

	 FORMCHECKBOX 
  Intergovernmental Personnel Agreement (IPA)   
 FORMCHECKBOX 
  VA Contract


	
	
	
	

	9. 
	Status of Applicant  in Proposal:  (Check One)
	 FORMCHECKBOX 

Principal Investigator
 FORMCHECKBOX 

Site PI in Multi-Center Trial

	
	
	

	10.
	Project Title:

(142 characters maximum)
	     
	

	
	

	11. 
	VA Co-Investigator:  Required if PI  is in a WOC status (except investigators already deemed VA-eligible)  

	
	     
	
	 FORMCHECKBOX 

	Check if at

	
	
	
	
	Another VAMC

	
	(Last name, first name, mi, degree)
	
	
	
	

	12.
	Project Coordinator (if applicable):
	     

	
	
	
	
	

	

	13.
	Other Personnel Involved in Project:  List all staff working on this project including, Co-Investigators, Collaborators, Nurses, and Support Staff.  Note:  Mark "yes" in the "VA (yes/no)" column for personnel who will be accessing VA patients/data or accessing VA space for research activities;  these individuals are required to hold VA appointments (Paid or Without Compensation [WOC]) and will be required to submit the appropriate forms (see Research Secretary for specifics).   Specify whether staff member is either a Resident or Fellow working under the supervision of a licensed clinician. 
 A current functional statement must be on file (signed by the PI) for each VA staff member listed on this protocol.  Functional statements are designed to be general in nature and applicable to all work conducted under the supervision of each PI.  A current functional statement is required to be completed by each PI for all staff members and must be updated when duties change or every two years, whichever occurs first.  Annual training is required for all PIs and VA staff members; see HSTMVH Research website for specifics.  Submit required training certificates with this application (see website and R&D checklist).
Name (Last, First)
VA (yes/no)

Student/Resident/Fellow Status
Office Use Only

Functional Statement 

Current

     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 No

     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
     
     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No




	14.
	Will the project involve Human Studies?

	
	Human Subjects/Patient Information
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Payment to Participants
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Investigational Drugs
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Investigational Devices
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	
	
	
	

	
	If any item is marked "yes"; Complete PART III (Human Studies)  Note:  Human Studies include those involving human data, documents, surveys, questionnaires, records, pathological specimens, diagnostic specimens, human tissue, or cell lines (unless commercially available).

	15.
	
	
	
	
	

	
	Animal Subjects?
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If "yes":  Complete PART IV (Animal Studies)             
	
	

	
	
	

	16.
	Will the project involve any of the following?
	
	

	
	Biological Hazards? (Microbiological or viral agents, pathogens, toxins, select agents as defined in 42 CFR 72.6, or livestock pathogens and toxins)  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Human or non-human cell or tissue samples? (including:  cultures, tissues, blood, other bodily fluids or cells 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Recombinant DNA? 

 Note:If yes, MU Institutional Biosafety Committee (IBC) approval will be required to obtain VA Research Safety Committee final approval.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Chemicals?  
	
	

	
	Toxic chemicals, including heavy metals (e.g., osmium)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Perchloric acid
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Carcinogenic, mutagenic, or teratogenic chemicals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Toxic compressed gases
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Acetylcholinesterase inhibitors or neurotoxins
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Ethidium Bromide
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Controlled Substances? (Narcotics Only)

 If "yes":  Complete #23 of Part I (application)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Ionizing Radiation?  
	
	

	
	Radioactive materials
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Radiation generating equipment
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Nonionizing Radiation:  
	
	

	
	Ultraviolet light
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Lasers (class 3b or class 4)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Radiofrequency or microwave sources
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Physical Agents (e.g. electricity, trauma)?
	
	

	
	On animals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	On microbes
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	On other; specify
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	

	17.
	Anticipated Starting Date (mo/day/year):
	     

	
	
	
	
	
	

	18.
	Funding Source: 
	
	
	
	
	

	
	 FORMCHECKBOX 
    Self Funded (attach budget and concurrence letter from Service Line Director or Dept. Chair); see Administrative Officer  or Program Analyst in Research Office for examples
	     

	
	 FORMCHECKBOX 
    Application in Preparation (specify targeted sponsor):
	     

	
	 FORMCHECKBOX 
    Application Pending (include Title page and Budget Pages):
	     

	
	 FORMCHECKBOX 
    Award Received (include Title page and Budget Pages):
	     

	19.
	List locations (both VA and non-VA)  where research will be performed.
	

	
	     
	

	
	19a.
	Will Project require use of new research space?  (Laboratory/Clinical)               FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	

	
	              If  "yes"; complete applicable Research Space forms available in the Research Office.

	20.
	Impact of Proposed Research on VA Hospital Resources.  Describe the impact of this research project on VA hospital resources by answering the following questions:   Note:  Non-veterans may be entered into VA-approved research studies only when there are insufficient veterans available to complete the study in accordance with 38 CFR 17.45 and 38 CFR 17.92.  

	
	Total number of Veterans to be Enrolled in the Study?       

	
	Estimated number of VA outpatients enrolled in the Study?       

	
	Estimated number of VA inpatients enrolled in the Study?      

	
	Estimated number of VA employees enrolled in the Study?       

	
	Estimated number of non-veterans enrolled:          Provide justification for enrollment of non-veterans.

	
	Will subjects be directly involved in the research?                   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No, Record Review Only

	
	Describe any funded research activities that will result in reimbursements to the HSTMVH:     


	
	Describe below any additional, unfunded  activities required by this project that go beyond usual clinical care provided at the HSTMVH:

	          Additional, unfunded  staff time required to perform protocol                FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    

          Activities?

         (If yes, list personnel with FTE %)     

	OFFICE USE ONLY



	          Additional, unfunded  laboratory tests, imaging studies,                       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    

          procedures?  
          (If yes, describe frequency & type)        

	

	          Additional, unfunded outpatient clinic visits?                                         FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
           (If yes, describe frequency)     

	

	          Additional, unfunded inpatient hospital days?                                       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
          (If yes, describe frequency)     

	

	          Additional, unfunded nursing care?                                                       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
          (If yes, describe frequency)     

	

	          Additional, unfunded drugs, supplies, equipment (describe)?               FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
          (If yes, describe frequency)     

	

	          Additional, unfunded pharmacy staff time(describe)?                           FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
          (If yes, describe frequency)     

	

	          Other,  Additional unfunded resources (describe)?                                FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
          (If yes, describe frequency)     

	

	
	Total Estimated, Unfunded Cost


	21.
	Security of Confidential Research Data:

	
	Collection of confidential human data?
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Collection of Protected Health Information?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Confidential data storage in hardcopy?
	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Confidential data storage in electronic form?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Will all stored confidential data be de-identified?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Will any non-de-identified confidential data leave VA facility?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If any item is marked "yes"; Complete Data Security Plan in Part V.


	22.
	ACKNOWLEDGEMENT OF VA IN PRESENTATION OF RESEARCH RESULTS

	
	I agree to ensure that proper acknowledgement of the Department of Veterans Affairs’ research support is credited by me in any scientific publications, presentations, media interviews, or other professional activities that may derive from this project.  I agree to initiate and document references to VA where either direct or indirect support for the research emanated from VA, either in the form of research funding, resources (e.g., facilities or patients), or as a result of my full-time, part-time, or without compensation (WOC) employment status.  

 FORMCHECKBOX 
  Agree
      FORMCHECKBOX 
  Not Agree



	

	23.  
	CONTROLLED SUBSTANCE USE

	
	This project involves controlled substances, therefore I request the HSTMVH Medical Center Director (MCD) authorize me to receive the controlled substances specified in this application.  I understand that I must have a letter from the MCD to receive controlled substances and that only one letter per PI is needed.  The HSTMVH Research Office will generate initial letters for PI’s with their established signed MCD memo.   I will ensure that the only staff members designated by me on this application will have access to controlled substances.  I will obtain all controlled substances from the VA pharmacy, unless an exemption has been obtained from the Medical Center Director.  Any changes to this application (e.q., use, users, controlled substances) will be submitted in writing for review by the necessary subcommittees.  I understand that any concerns or issues raised regarding the handling of controlled substances could result in staff privileges being revoked to handle controlled substances.

 FORMCHECKBOX 
  Request Authorization   FORMCHECKBOX 
  Attached Copy of Established MCD Memo     FORMCHECKBOX 
  Not Applicable

I delegate the following staff members as having access to controlled substances for use in this research following approval by the Research and Development Committee.  I understand that access to controlled substances is limited to only the following employees specifically authorized by me to have access to the controlled substances for this project.     
Staff Member Name (Last/First)

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________



	24.  
	SIGNATURE OF PRINCIPAL INVESTIGATOR 

	
	My signature certifies that all of the information provided in this application is true and accurate.  As the designated investigator for the described research study, I accept full responsibility for oversight of the conduct of this research and I will ensure that the protocol is carried out in full compliance with the policies and procedures of the HSTMVH, the Department of Veterans Affairs, and other applicable regulatory bodies.

Principal Investigator______________________________________  Date: _______________________




	25.  CONCURRENCE OF DIRECTOR(S) OF PARTICIPATING VA SERVICE LINE(S) (if applicable)



	I have reviewed the information contained in this application and concur with the proposed research activities.  The  time and resources necessary for the performance of these proposed studies are available and adequate.



	VA Service Line:        

	
	Print Name
	
	Signature
	
	Date

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	VA Service Line:

	
	Print Name
	
	Signature
	
	Date

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	VA Service Line:
	
	
	
	
	

	
	Print Name
	
	Signature
	
	Date









































































































































































       

26. OFFICE USE ONLY





       If approved, signatures will be added:





 I recommend to the HSTMVH Medical Center Director (MCD) that the PI be authorized to receive controlled substances.  Approvals will be maintained by the HSTMVH Research Office in the PI personnel file.





����____ Initiate 				____ Not Applicable





____ Already on file (verify with Research Secretary)





       ACOS, Research and Development








      ________________________________________				Date  ______________________


      





27. OFFICE USE ONLY





If approved, signatures will be added:








Chair, Research and Development Committee:








________________________________________ Date ______________________





ACOS, Research and Development








________________________________________ Date ______________________
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