Request to Review Research Proposal

R&D Committee – Louis Stokes Cleveland DVA Medical Center 

SEE PAGE 7 FOR INSTRUCTIONS.
Request to Review Research Proposal

R&D Committee – Louis Stokes Cleveland DVA Medical Center 

	1. Principal / Site Investigator (PI):
	2. PI’s Email Address:
	3. PI’s Phone # pppppppppppppphoneTelephone:
	4. PI’s Mail Code:

	Last Name, First Name, MI, Degree:

     
	     
	     
	i.e. CWRU - LC 1234
     

	5.
PI’s VA Appointment: (Check one.)

	6. Status of PI in Proposal: (Check one.)
	7. SSN: 

(New PIs ONLY) 
	VA Education

(office use only)

	
	
	
	A
	H

	 FORMCHECKBOX 


Full Time
 FORMCHECKBOX 

WOC
 FORMCHECKBOX 


Consultant
 FORMCHECKBOX 

Contract
 FORMCHECKBOX 


Part Time
	 FORMCHECKBOX 

01 = Awardee or Initiator

 FORMCHECKBOX 

02 = Not Awardee; 



(e.g., participant in VA Co-Op study)
	     
	
	

	8. Project Title: (This title will appear on all future R&D Committee and subcommittee correspondence.)

	     

	9. CO-PRINCIPAL INVESTIGATORS: (Each Co-PI must have a VA appointment and must be designated as a Co-PI on the funded proposal.  Most often, this will be the Lead PI of a Cooperative Studies Project)

	Last Name, First Name, MI, Degree:

	SSN (NEW INVESTIGATORS ONLY)
	 FORMCHECKBOX 
  Check if at another VAMC

	     
	     
	     


	10.  CO-INVESTIGATORS

	Last Name, First Name, MI, Degree:
	Study Role
	E-mail address
	Telephone
	Perform duties at LSCDVAMC
	VA Education

(office use only)

	
	
	
	
	
	A
	H

	     
	
	     
	     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	

	     
	
	     
	     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	

	     
	
	     
	     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	


	11. Project Personnel: (List all personnel who will work on this study, whose names are not included above.)

	Last Name, First Name, MI, Degree:
	Study Role
	E-mail address
	Telephone
	Perform duties at LSCDVAMC
	VA Education

(office use only)

	
	
	
	
	
	A
	H

	     
	
	     
	     
	 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
	
	


	12. 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:
     

	13. Submission & Funding Status: (Please check all that apply.)

	14. Anticipated Start & End Dates:  (MM/DD/YYYY)

	 FORMCHECKBOX 

No Funding Required
	Date:            Date:      

	 FORMCHECKBOX 

Already Submitted for Funding

Funding Received    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	

	 FORMCHECKBOX 

In Preparation for Submission to Funding Agency
	If not funded, will this project be initiated?
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	 FORMCHECKBOX 

Other (specify):      
	


	15. Funding Sources and Administration:  

     (Must be completed for all projects, unless unfunded.  Codes are on page 10 of this application.)

	Fund Source 

(4 digits)
	Name of Funding Source
	Admin Code 

(2 digits)
	Project Administration Agency

	i.e. 9003

     
	i.e., Department of Veterans Affairs

     
	i.e., 02
     
	i.e., VA Funds
     

	i.e. 9107

     
	i.e., Natl Heart, Lung, & Blood Institute
     
	i.e., 07
     
	i.e., Case Western Reserve University
     

	16. VA Central Office (VACO) Funding Information: (Required for select VA-funded applications only.)

	Required for all studies where the funding source is 9022, 9024, or 9025.

Assigned VACO Letter of Intent Number:      


	17. Proposal Uses - Does your proposal involve: (Mark each item.)

	A. Human Subjects?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    

       *If yes you MUST submit an application for IRB review and approval prior to initiating the project.

Does your protocol involve tissue banking?   FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No.  

        If yes, in a VA-Sponsored or VA-Approved facility?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

Does your protocol involve the use of drugs?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No.  

        If yes, have you submitted an application to the P&T Committee?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Does your protocol involve electrically line-operated devices, which have leads or electrodes coming into contact with human subjects?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

        If yes, have you submitted an application to the EoC Committee?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
Does your protocol involve something other than a retrospective chart review?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  


If yes, complete the Assessment of Clinical Impact statement.

	B. Animal Subjects?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No




*If yes you MUST submit an ACORP for IACUC review and approval prior to initiating the project.

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



*If yes you MUST submit an application to the Radiation Safety Committee for review and approval prior to

         initiating the project.  Contact the Radiation Safety Officer at x3096 or 5404.

	18. Biohazards:

Research Safety 

	You MUST submit a Research Protocol Safety Survey Form VA 10-0398 for SRS review and approval prior to initiating the project.  The SRS forms can be found at: http://www.cleveland.med.va.gov/res/rpss.htm

	19. Project Focus: (Mark each item.)

	Agent Orange
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	Females
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	Prisoners of War
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No


	20. Key Words: (Minimum of 3, Maximum of 6.  Use MeSH terms only.  The database can be found at http://www.cleveland.med.va.gov/res/documents/MeshTerms.pdf)

	     
	     
	     

	     
	     
	     

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


	22. Attachments: (All forms may be found at <www.cleveland.med.va.gov under the Research icon)

	 FORMCHECKBOX 

 VA application for funding, NIH, or other grant application

	 FORMCHECKBOX 

Project Abstract on floppy disk (500 words or less, see Page 4 of this application for further instructions)

	 FORMCHECKBOX 

ACORP

	 FORMCHECKBOX 

IRB Forms

	 FORMCHECKBOX 

Assessment of Clinical Impact (pages 5 & 6 of this application, for non-retrospective clinical studies ONLY) 

	 FORMCHECKBOX 

Documentation of VA-approved tissue banking facility

	 FORMCHECKBOX 

Research Protocol Safety Survey (Form VA 10-0398)

	 FORMCHECKBOX 

Conflict of Interest Statement(s)

	BUDGET(S) (Required for ALL projects, regardless of funding or no funding)

	 FORMCHECKBOX 

Notice of Grant Award (NOGA), if applicable

	 FORMCHECKBOX 

Project Budget

	 FORMCHECKBOX 
  Study Site Budget (i.e., a line-item budget inclusive of costs to perform the study at the LSCDVAMC)

	23. Institutional Considerations / Space

	Institution:      
	Building:      
	Room No.:      

	Off-site waiver requested?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	Off-site waiver approved?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   Date:       

	24. Principal Investigator’s Signature:

	
	Date

	24a. Co-Principal Investigator’s Signature

	
	Date

	25. Principal Investigator’s Service Line Chief Signature:

	
	Date

	25a. Co-Principal Investigator’s Service Line Chief Signature:

	
	Date


Incomplete submissions will be returned to the Principal Investigator.  This will delay the review of your project.  Please make sure that you have responded to all items on this form and followed the instructions carefully.

Abstract:  (LIMIT 500 WORDS – please provide on a floppy disc)


{The narrative must include a complete description of the project, since each progress or final report replaces all previous reports submitted to the RDIS for the project.  The following information should be included in each abstract.  Please follow the required format below.}

Objectives:  {Provide a clear statement of the precise objective or question addressed in the study.  If more than one objective is addressed, the main objective should be indicated and only key secondary objectives stated.}

     
Research Plan: {Describe the design of the study indicating, as appropriate, use of randomization, blinding, criterion standards for diagnostic tests, temporal direction (retrospective or prospective), economic evaluations (cost-effectiveness/cost-benefit analysis), etc.}

     
Methodology:  {For clinical studies, indicate the study setting, including the level of clinical care (for example, primary or tertiary; private practice or institutional).  State selection procedures, entry criteria, and numbers of study subjects entering and finishing the study.  Indicate if the hypothesis being reported was formulated during or after data collection.}

     
Findings:  {Please indicate “none” for initial reports.  State the main result of the study. State only those conclusions of the study that are supported directly by data, or whether additional study is required before the information should be used.  Equal emphasis must be given to positive and negative findings of equal scientific merit.}

     
Clinical Significance:  {Include a statement describing the project’s possible clinical relationship.  Discuss the anticipated contributions of the proposed study in terms of products or outcomes; i.e., how the study results may be used in the VA health care system.}

     
ASSESSMENT OF CLINICAL IMPACT 

Purpose:  To determine the clinical impact of a research project on the medical center. 

If the answer to Columns titled “Impact above and beyond normal care” - is YES, then the medical center must be reimbursed by the funded project.

	Title:        

	Planned No. of Research Subjects Total:            
Veterans         
Non-Veterans        

	Planned No. of Non-Veteran Subjects Requiring Procedures:         


1.  Clinical Laboratory:
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Procedure
	No. of Subjects/year
	
	No. of 

Procedures per Subject/yr
	
	Total No. of
Procedure/year
	Impact above and beyond normal care

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


Is the service requested beyond the capability and resources available in your service?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Will this service involve overtime for your personnel?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Chief, Laboratory

Date

· * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * *

2.  Radiology:







 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	X-ray Site
	No. of Subjects/year
	
	No. of X-rays per Subject/year
	
	Total No. of

X-ray/year
	Impact above and beyond normal care

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


Is the service requested beyond the capability and resources available in your service?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Will this service involve overtime for your personnel?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Chief, Radiology

Date

· * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * *

3.  Nuclear Medicine:
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Procedure
	No. of Subjects/year
	
	No. of 

Procedures per Subject/year
	
	Total No. of
Procedure/year
	Impact above and beyond normal care

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


Is the service requested beyond the capability and resources available in your service?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Will this service involve overtime for your personnel?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Chief, Nuclear Medicine

Date

4.  Other Ancillary or Specialty Tests
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Procedure
	No. of Subjects/year
	
	No. of Procedures per Subject/year
	
	Total No. of
Procedure/ year
	Impact above and beyond normal care

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


Is the service requested beyond the capability and resources available in your service?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

Will this service involve overtime for your personnel?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Chief,

Date

5.  Inpatient hospital care for research study: 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

(If yes, state anticipated No. of Subject days X No. of Subjects x cost/day for research study purposes)     

	No. of Subjects
	
	No. of Subjects Days
	
	Total No. of Subjects Days

	     
	X
	     
	=
	     


	Primary Care Ward:
	Specialty Care Ward:

	     
	     


Concurrences (signatures):

I understand that this research project must reimburse the Louis Stokes Cleveland DVA Medical Center for the procedures outlined above when they are performed on Non-Veterans or Veterans above and beyond normal patient care.

Principal Investigator

Associate Chief of Staff/Research
NOTES:

Non-Veteran Subject care services are always reimbursable to the VA.

Costs are determined by current billing practices by VA.

INSTRUCTIONS FOR COMPLETING THIS FORM:

Item 1:
The individual designated Principal Investigator (PI) – or Site Investigator - must have a VA appointment (as indicated in Item 5) and must be stationed at the Louis Stokes Cleveland DVA Medical Center (LSCDVAMC).  If the project’s actual PI does not satisfy both criteria, someone who does meet the criteria as the VA PI must be designated in Item 1.  If the actual PI is a VA investigator at another VAMC, enter him/her as a Co-PI in Item 9.  If the actual PI does not have a VA appointment, do not enter his/her name on this form.

Items 2-4:
Since most correspondence with investigators is sent electronically, enter the PI’s primary e-mail address.  Also include the PI’s complete telephone number, including area code and extension, if applicable.  If the PI’s laboratory or office is located at the LSCDVAMC, enter only the telephone extension.  Please indicate the location and mail code (VA – i.e. 111W) or location code (CWRU / UH – i.e. LC 7260) where all correspondence with the PI should be routed.
Item 5:
The individual designated as the PI must hold one of these VA appointments.  

Item 6:
If the PI is the direct recipient of the funds, enter 01.  Enter ‘02’ if someone other than the PI will be the direct recipient of the funds, or if another investigator is the initiator of the proposal.

Item 7:
If this is the PI’s FIRST submission to the LSCDVAMC R&D Committee, include Social Security number.  [New investigators - complete an Investigator Data Sheet (Page 18) and a Personal Data Form (forms are also available from the Research Office, room K-116)]. These forms are also required for all Co-PIs listed in Item 9 who have not previously initiated research proposals within the VA. The 4th and 5th columns are for office use.

Item 8:
Insert the complete, accurate title of the project.  This title must appear on all correspondence to and from the R&D Committee, the Institutional Review Board (IRB), the Institutional Animal Care and Use Committee (IACUC), the Subcommittee on Research Safety (SRS), and the Research Office.  NOTE: If this proposal will be submitted to VACO for funding, limit the title to 72 characters.  
Items 9:
If the actual PI is a VA investigator at another VAMC, enter him/her as a Co-PI in Item 9 and list the LSCDVAMC Investigator in Item 1 as the Site Investigator.  Complete an Investigator Data Sheet (Page 18) and a Personal Data Form for each Co-PI listed here who has not previously initiated research proposals within the VA. Please note that in the VA, Co-Principal Investigators have equal access to allocated funds.  

Item 10:
List all Co-Investigators who will be associated with this project, provide requested information.  The 6th and 7th columns are for office use 

Item 11:
List all personnel who will be associated with this project, provide requested information.  Information entered in Item 11 is used to identify and track the appropriate VA-required training for all research personnel.  The 6th and 7th columns are for office use 

Item 12:
A New Submission to the R&D Committee is one that has not been reviewed before at the LSCDVAMC.  A project is a Resubmission if the proposal has been submitted to a funding agency more than once (either the same funding agency or a different one).  A project is also considered a Resubmission if it was deferred in an earlier R&D Committee meeting, has been revised, and is being routed for review again.  

Item 13:
Provide information on the funding and submission status of your project.  Include additional details in this section.  This information helps the R&D Committee determine the appropriate level of review for your project.

Item 14:
Indicate the dates that you intend to start and end the project.  If the project receives final approval from the R&D Committee prior to the start date, the project will be listed as pending in the Research Office database until this date.  A reminder will be sent to the PI near the start date requesting that he/she initialize the study.

Item 15:
Enter the Funding Source Code and Administrative Codes found on Page 10 of this application.  Please note that the funding source and the administrative agency are not the same.  Generally, the administrative agency is either the VA, Case, the Cleveland VA Research & Education Foundation or a similar organization. 

Item 16:
A VACO number is required for certain types of VA-funded research projects.  Usually, these are funded by Rehabilitation Research & Development, Health Services Research & Development, and the Cooperative Studies Program.  Include the Letter of Intent (LOI) number that appears on the VACO approval letter.

Item 17:
Please check either yes or no for each item.  Please note that additional paperwork may be required based on your response to these questions.  All forms referenced in this section and throughout the document may be found at http://www.cleveland.med.va.gov/res/research.htm .  

The VA IRB must review and approve human subjects research conducted at the LSCDVAMC, regardless of the source of funds, or that are conducted at other institutions by VA investigators using VA resources.  The VA IRB forms must be used; they can be found on http://www.cleveland.med.va.gov/res/research.htm .

Additionally, any protocols using drugs require review by the Pharmacy and Therapeutic (P&T) Committee.  You must obtain a letter from the P&T Committee that your protocol has been reviewed and approved.  You cannot initiate your protocol without a P&T approval notice.

For any protocols using investigational device, you must provide sufficient information about the device so that the IRB can make a determination about its safety and efficacy.  Please see IRB Form 1 “Initial Review Application” Section 4 for details.  The medical center Environment of Care (EoC) Committee must review protocols that use an electrically line-operated device, which has leads or electrodes and will come in contact with human subjects.  Please contact the Chief of Biomedical Engineering (ext 4185) for more information.  You cannot initiate your protocol without an EoC approval notice.


For any protocols that involve the banking of tissue specimens or genetic testing, the bank must be approved by VACO.  If not approved, then an application will need to be completed and submitted to VACO for approval.  Contact the Research Compliance Officer at 4625 for information.

The VA IACUC must review and approve the use of animals housed at the LSCDVAMC (regardless of source of funding) or at other institutions where VA investigators are using VA resources to support their animal research. In both instances the VA ACORP forms must be used; they can be found on http://www.cleveland.med.va.gov/res/research.htm .

Any protocols (including animal protocols) using ionizing radiation (both for standard-of-care and project-related use) require review by the Radiation Safety Committee.  You must obtain a letter from the Radiation Safety Officer stating that the Radiation Safety Committee has reviewed and approved this project.  

The R&D Committee cannot grant final approval until all project components have been reviewed and approved by the requisite committees and individuals.

NOTES:  

a)
THE R&D COMMITTEE WILL REVIEW ALL IRB PROTOCOLS FOR SCIENTIFIC MERIT BEFORE THEY ARE SUBMITTED TO THE IRB.

b)
Please note that if IRB and IACUC submissions are required for your project, your study may be reviewed by the R&D Committee before you submit a protocol to the appropriate subcommittee; however, in cases where subcommittee approvals have not been received, the R&D Committee will grant your project approval pending receipt of these other approvals.  The project cannot be initiated until R&D Committee gives final approval.

c)
VACO has initiated a “Just-in-Time” policy – approved subcommittee reviews are not necessary at the time of submission to VACO but are necessary before VACO will fund an approved proposal.

Item 18:
Every submission must include a Research Protocol Safety Survey. Biohazards include biological hazards, human or non-human cell or tissue samples (even in a clinical setting), recombinant DNA, select chemicals, controlled substances, ionizing and non-ionizing radiation and physical agents.  If the protocol does not involve any of these agents, complete the short form for expedited review. Contact John Schaffer at 4263 to initiate this process. Forms can be found on http://www.cleveland.med.va.gov/res/research.htm 
Item 19:
Please check yes only if the major reason for the research proposal is to study one of these particular entities.
Item 20:
Please enter only keywords (minimum of 3) that are MeSH terms.  If possible, at least one of these keywords should identify the disease, the disorder, or the organ being studied.  These keywords are used to index your research in the VA’s national database.

Item 21:
Conflict of Interest is self-explanatory
Item 22:
Use this checklist to ensure that you have attached all the necessary documentation for complete R&D Committee review.  Failure to include a required item may seriously delay approval of your study.  Limit the abstract of the proposed work to 500 words and organize it under the following headings: Objective, Research Plan, Methods, and Clinical Relevance (if this is a basic science study).  Do not include text formatting (e.g., underlining, italics, superscripting, etc.), nor special characters and symbols (e.g., Greek lettering, tildes, etc.). Please submit on a disk.  You will be asked to update this abstract on an annual basis by including a Findings section describing your work to date.  Upon completion of the project, you will also be asked to update the study with a brief final report of outcomes.  For information regarding VA-approved tissue banks or on how to obtain an approval for a non-approved tissue bank, please contact the Research Compliance Officer at 4625.

Item 23:
Indicate where the research is to be done.  If you are a VA-funded investigator with a laboratory off-site have you submitted an off-site waiver to VACO?  Has it been approved?
Item 24-25:
The PI’s and Co-PI’s VA Service Line Chiefs must sign this document prior to submitting the proposal for review.  The Research Office does not obtain signatures from these individuals.  Unsigned submissions will not be reviewed by the R&D Committee.

INSTRUCTIONS FOR SUBMISSION:

After you have carefully reviewed these instructions, compiled all of the necessary components for your specific submission, and assembled all materials (including this cover form), you are ready to submit your proposal (original only) to the VA Research & Development Committee.  

Send all materials to the Research Office (151W), Room K-115.  

The Research Compliance Officer will review the RRRP before it is submitted to the R&D Committee - incomplete submissions will be returned to the investigator for revision.  The R&D Committee meets on the 2nd Thursday of the month.  All materials for R&D review must be received nine days before the scheduled meeting.  For those proposals that have a human studies component, the R&D Committee will review the proposal for scientific merit, and, if acceptable, will forward it to the Institutional Review Board, which meets on the 2nd and 4th Tuesday of the month.  
If the R&D Committee considers that the proposal needs to be revised, the members’ comments will be forwarded to the Principal Investigator for review and revision.

You may address questions to Jackie Blume at jaclyn.blume@med.va.gov or to Peggy Beat at peggy.beat@med.va.gov.

You may also call the office at 216-421-3221 or fax materials to 216-229-8509.

FUNDING SOURCE CODES

1.    Department of Veterans Affairs (Use only Administrative Code 02.)

[9002] = Research Advisory Group (Prog 821; CC 103)
[9023] = Agent Orange and Related Herbicides (Prog 823)

[9003] = Merit Review (Prog 821; CC 103)
[9024] = Health Services R&D (Prog 824)

[9006] = Special Research Initiatives (Prog 821; CC 106)
[9025] = Cooperative Studies (Prog 825)

[9008] = Career Development (Prog 821; CC 108)
[9092] = Musculoskeletal Research

[9009] = Other Designated Research (Prog 821; CC 109)

[9022] = Rehabilitation R&D (Prog 822)

2.    National Institutes of Health and Alcohol, Drug Abuse, and Mental Health Administration (ADAMHA)

[9103] = Natl Cancer Institute
[9122] = Natl Center for Human Genome Research

[9105] = Natl Eye Institute
[9123] = Natl Center for Nursing Research

[9107] = Natl Heart, Lung, & Blood Institute
[9125] = Natl Inst on Aging

[9109] = Natl Inst of Allergy and Infectious Diseases
[9127] = Natl Inst on Alcohol Abuse and Alcoholism

[9111] = Natl Inst of Child Health & Human Development
[9129] = Natl Inst on Arthritis, Muscoloskeletal and Skin Diseases

[9113] = Natl Inst of Dental Research
[9131] = Natl Inst on Deafness & Other Communication Disorders

[9115] = Natl Inst of Diabetes, Digestive & Kidney Disease
[9133] = Natl Inst on Drug Abuse

[9117] = Natl Inst of Environmental Health Sciences
[9135] = Natl Inst on Mental Health

[9119] = Natl Inst of General Medical Sciences
[9137] = Natl Center for Research Resources

[9121] = Natl Inst of Neurological Disorders & Stroke

3.    Other United States Federal Government Agency
[9202] = Centers for Disease Control
[9213] = Environmental Protection Agency
[9225] = Natl Library of Medicine

[9203] = Dept of Defense
[9215] = Food and Drug Admin
[9227] = Natl Science Foundation

[9205] = Dept of Education
[9217] = Health Resources & Svcs Adm
[9229] = Rehabilitation Svcs Admin

[9207] = Dept of Energy
[9219] = Natl Inst of Occupational Safety
[9235] = U.S. Public Health Service

[9209] = Dept of Health & Human Services
[9221] = Natl Aeronautics & Space Adm
[9237] = Natl Inst of Disability Rehab Research

[9211] = Dept of Labor
[9223] = Agency for Health Care Policy Research
[9299] = Other (Specify Name)

4.    Other Government, Private Donor, or Academic Institution
[9301] = Case Western Reserve University
[9305] = Local Government

[9309] = Foreign Government

[9303] = Private Donor
[9307] = State Government
[9360] = VA Medical Care‑Supported Mgt Studies


[9399] = Other (Specify Name)

5.    Private Proprietary Company
[9701] = A. H. Robins
[9725] = Du Pont
[9752] = Lorex
[9781] = Ross

[9703] = Abbott
[9731] = Eli Lilly
[9754] = Marion‑Merrell Dow
[9782] = R.W. Johnson Pharm

[9705] = Adria
[9732] = Fujisawa
[9756] = McNeil
[9783] = Sandoz

[9707] = Alpha Therapeutic
[9733] = G.D. Searle
[9760] = Merck & Co.
[9784] = Schering

[9708] = American Cyanamid
[9734] = G.H. Bessalaar
[9764] = Miles
[9785] = SmithKline Beecham

[9710] = Amgen
[9736] = Genetech
[9766] = Proctor & Gamble
[9787] = Sanofi‑Winthrop

[9712] = Berlex
[9738] = Glaxo
[9768] = Organon
[9789] = Stuart

[9713] = Boehringer Ingelheim
[9740] = Hoechst‑Roussel
[9770] = Ortho
[9791] = Syntex

[9715] = Boots
[9742] = Hoffman‑LaRoche
[9773] = Parke‑Davis
[9792] = TAP Pharm

[9717] = Bristol‑Meyers Squibb
[9744] = Hybritech
[9775] = Pfizer
[9793] = Upjohn

[9719] = Burroughs Wellcome
[9745] = Immunomedics
[9776] = Purdue Frederick
[9795] = Warner‑Chilcott

[9720] = Centocor
[9746] = Janssen
[9777] = Roberts Pharm
[9797] = Wyeth‑Ayerst

[9721] = Ciba‑Geigy
[9748] = Knoll
[9778] = Roche
[9798] = Zeneca

[9723] = Cytogen
[9750] = Lederle
[9779] = Rhone‑Poulenc Rorer
[9799] = Other (Specify Name)

6.    Voluntary Agency/Foundation (For Local Chapters of National Organizations, use Agency/Foundation code, not 9899.)

[9803] = Alzheimer's Dis & Rel Dis Assoc
[9823] = Arthritis Foundation
[9863] = National Dairy Council

[9805] = American Cancer Society
[9827] = Council for Tobacco Research
[9867] = Natl Foundation Ileitis & Colitis

[9809] = American Diabetes Association
[9831] = Cystic Fibrosis Foundation
[9871] = National Kidney Foundation

[9811] = American Fed for Aging Research
[9833] = Deafness Research Fndn
[9875] = Natl Multiple Sclerosis Society

[9812] = American Fndn for AIDS Research
[9837] = Dermatology Foundation
[9879] = Paralyzed Veterans of America

[9813] = American Heart Association
[9839] = Disabled American Veterans
[9883] = Robert Wood Johnson Fndn

[9815] = American Kidney Foundation
[9843] = Epilepsy Foundation
[9885] = Scleroderma Foundation

[9817] = American Legion
[9847] = Juvenile Diabetes Foundation
[9887] = Smokeless Tobacco Research Coui

[9819] = American Lung Association
[9851] = Lupus Foundation
[9891] = Spinal Cord Society

[9821] = American Narcolepsy Assoc
[9855] = March of Dimes
[9895] = Cleveland Research and Education

[9822] = American Parkinson Disease Assoc
[9859] = Muscular Dystrophy Association
[9899] = Other (Specify Name)

7.    None (Enter 0000) (Use only Administrative Code 01.)

ADMINISTRATIVE CODES

[01] = No funding (Valid only for Funding Code 0000)
[06] = Cleveland Research and Education Foundation

[02] = VA funds (Valid only for Funding Codes beginning with 90)
[07] = Case Western Reserve University

[03] = VA ‑ Reimbursed from another Federal Agency*(
[08] = Other Agency

[04] = VA ‑ Direct grant
[09] = Med Care‑Supported Studies**

[05] = VA ‑ General Post Funds

(*Administrative Code 03 is valid only for Funding Codes beginning with 91 and 92. 

(**Administrative Code 09 is valid only for Funding Code 9360.
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