	RD#
	Request to Review Research Proposal

	R&D Committee - Louis Stokes Cleveland DVA Medical Center



Form Directions: This form is protected (limited access to the fill-in fields). Use the tab key or mouse to navigate the fill-in fields. Formatting is limited in the text fields (no bulleted lists, numbering, etc). In the event that you are unable to navigate through the protected document or would like to format a document or add additional information, you may disable the protected feature by selecting “Tools” and “Unprotect Document.” Please do not delete or modify questions.
ALL FORMS REFERENCED IN THIS DOCUMENT CAN BE FOUND ON THE VA INTERNET SITE:
http://www.cleveland.va.gov/VISN10/cleveland/research/
If you are new to research at the VA contact the Research & Development Administrator 
Jesse Dostal, jesse.dostal@va.gov before beginning the submission process.

	1.
	Principal Investigator (PI):
	     
	     
	     
	     

	
	
	Last
	First
	MI
	Degrees

	
	If you are a new PI in the VA, complete RDIS page 18 and Personal Data on VA Investigators forms



	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 
  VA Consultant     FORMCHECKBOX 
  VA Contract
 FORMCHECKBOX 
  Without Compensation (WOC)

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

Principal Investigator

 FORMCHECKBOX 

Site PI in Multi-Center Trial

	10.
	Project Title:       
(IF VA application maximum of 72 characters)

	
	If applicable – VA Letter of Intent (LOI) #       

	11.
	VA Responsible Investigator:  A RI is named in the protocol if the PI (1) has a without compensation appointment (WOC); (2) is a student, resident, or fellow; (3) is not credentialed to perform and/or supervise the study procedures; and/or (4) is not qualified to be responsible for study related healthcare decisions.  A RI must have a paid VA appointment.

	
	     
(Last name, first name, mi, degree)

	12.
	Project Coordinator or Research Contact (if applicable):       

	13.
	Other Personnel Involved in Project:  (i.e., Co-Investigators, Collaborators, Nurses, Support Staff) 
Note:  Mark "yes" in the "VA (yes/no)" column for personnel who will have access to VA patients, access to VA patient data and/or access to VA space for research activities.  These individuals must hold VA appointments (Paid or WOC) and are required to submit the appropriate forms to the Research Office. 
Educational requirements for individuals listed on VA research studies can be found on the internet site.

Note: To add more rows to this part of the form when done, go to Tools, and Unprotect Document, then highlight the last row, go to Edit, select Copy, then select Paste Row.

	Name (Last, First) / Role in Study
	VA (Yes/No)
	E-Mail Address
	Phone

	     
	 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
	     
	     

	Conflict of Interest:  You and study staff listed above must complete and submit a Conflict of Interest Statement.   Disclosure of conflicts does not, necessarily, preclude an individual from engaging in research.  


	14.
Type of Review:

	 FORMCHECKBOX 

New submission to R&D Committee

	 FORMCHECKBOX 

Resubmission to alternate funding source
Original R&D Approval Date:
     

	 FORMCHECKBOX 

Resubmission to same funding source
Original R&D approval date:
     

	 FORMCHECKBOX 

Resubmission of previously deferred project
Last R&D review date:
     

	 FORMCHECKBOX 

Is this a new title?      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If Yes, enter the old title:
     

	15.
Submission & Funding Status: 

(Check all that apply.)
	
Anticipated Start & End Dates:

      thru      

	 FORMCHECKBOX 

Unfunded (Budget Form is still required)
	

	 FORMCHECKBOX 

In preparation for submission to funding agency   

 FORMCHECKBOX 

VA
 FORMCHECKBOX 
  NIH
 FORMCHECKBOX 
  Other Name       
	

	 FORMCHECKBOX 

Already submitted for funding:  
Funding Received?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	If this project is not funded, will you initiate it?   FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	PROVIDE BUDGET(S) – (Required for ALL projects, regardless if the project is funded or not, to capture research related costs, i.e. % effort for personnel.)  NIH modular budgets are NOT acceptable.

	
	 FORMCHECKBOX 

Notice of Grant Award (NOGA), if applicable

	
	 FORMCHECKBOX 

Project Budget

	16. Funding Sources and Administration:  FOR OFFICE USE ONLY - Codes

	Funding Source Code 

	
	Name of Funding Source
	Administrative Code
	Name of institution administering
 the funds?

	     
	     
	     
	 FORMDROPDOWN 
  

	     
	     
	     
	 FORMDROPDOWN 


	17.
	Will the project involve Human Subjects Research? If yes, address the following and complete the appropriate IRB forms.  

Human subject research involves a living individual about whom an investigator conducting research obtains (1) Data through intervention or interaction with the individual, or (2) Identifiable private information. 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Acquiring identifiable private information and/or protected health information
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Use of drugs 
(If so, submit an application to the P&T Committee – contact Alice.Leone@va.gov)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Use of investigational devices
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Use of electrically line-operated devices (If so, submit an application to the EOC Committee – contact Anthony.Lelli@va.gov)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Tissue Banking (Contact the IRB Office 216-791-3800 x4658 for more information.)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Payment to participants
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Retrospective chart review
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	18.
	Is Institutional Support Required?

If the proposed research involves patient care and/or facility resources (e.g., Laboratory Service; Medical Service, Surgical Service, etc.) a Service Impact Form must be completed and signed by the appropriate service chiefs or medical center director.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	19.
	Ionizing Radiation (e.g. radioactive material, x-rays)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If yes, submit an application to the Radiation Safety Committee for review and approval prior to initiating the project.  Contact the Radiation Safety Officer at 216-791-3800 ext 3096 or 5404.

	20.
	Animal Subjects?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If "yes":  complete the appropriate ACORP Forms.
The contact person is Janis Paulsey, Janis.paulsey@va.gov, 216-791-3800 x4692

	21.
	Biohazards: 

	
	A Research Protocol Safety Survey (RPSS) must be submitted for ALL projects.

The contact person is John Schaffer, john.schaffer@va.gov 216-791-3800 x4263

	22.
	Institutional Considerations - Where will you perform the research?

	
	Institution:       
	Building:       
	Room #:      

	
	If this project is funded by the VA and it is being performed off-site, have you requested an off-site waiver? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	23.
	Project Focus: (Check relevant item.)
Agent Orange:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
     Females:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
           Prisoners of War:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	Key Words: (Minimum of 3, Maximum of 6.  Use MeSH terms only.  www.nlm.nih.gov/mesh/)
	

	
	     
	     
	     

	
	     
	     
	     

	25.
	Provide a Project Abstract. This must be written with the following headings: Objectives, Research Plan, Methodology and Clinical Significance (500 words or less).  Submit a hard copy with this form and email an electronic version to jesse.dostal@va.gov 

	26.
	Complete a Data Security Checklist and Principal Investigator’s Certification of Storage and Security of VA Research Information. 

	Signatures listed below are required for project review by the R&D Committee. 
This entire submission package will be returned to you if signatures are not provided.

	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 will ensure that the protocol is carried out in full compliance with the policies and procedures of the LSCDVAMC, and other applicable regulatory bodies.

	Principal Investigator’s Signature:
	Date

	Responsible Investigator’s Signature: (if applicable)
	Date

	

	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.



	Principal Investigator’s Service Line Chief Signature:
	Date

	Responsible Investigator’s Service Line Chief Signature: (if applicable)
	Date


	
	Attachments:  (NOT required for R&D Committee initial review of VA funded projects.

	
	 FORMCHECKBOX 

 Actual Proposal or Application for funding – by VA, NIH, 
 
OR 
 FORMCHECKBOX 
 
Scientific Overview required for in-house studies that do not fall under IRB review.  
This must include, Background (include literature review and references) Objectives (specific aims & hypothesis/ses) Research Study Plan (study design) Methodology (study duration, inclusion/exclusion, risk/benefit, data analysis) Clinical significance (potential impact)  Literature must be cited. 

	
	 FORMCHECKBOX 

Project Abstract: 

	
	 FORMCHECKBOX 

For in-house studies that do not fall under IRB review you must include a Scientific Overview.

	
	 FORMCHECKBOX 

For New PI’s only page 18 and Personal Data on VA Investigators forms

	
	 FORMCHECKBOX 

Service Impact Form for Institutional Support

	
	 FORMCHECKBOX 

Conflict of Interest Forms

	
	 FORMCHECKBOX 

Data Security Checklist and Principal Investigator’s Certification of Storage and Security of VA Research Information

	
	 FORMCHECKBOX 

Budget

	(
	 FORMCHECKBOX 

Research Protocol Safety Survey

	(
	 FORMCHECKBOX 

ACORP

	(
	 FORMCHECKBOX 

IRB Forms


Page 4 of 5

