Request to Conduct a Research Proposal/Project

Hines VAH/North Chicago VAMC Research & Development
PART I:  Research and Development Committee

	1.  
	Principal Investigator:
	     
	     
	     
	     

	
	      LAST                                                          FIRST                                               MI                           DEGREE

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

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

	8.  
	 VA Appointment (Check One): 

 Service:       
	 FORMCHECKBOX 
  Full-Time

 FORMCHECKBOX 
  Part Time       /hrs wk 
	 FORMCHECKBOX 
  Consultant

 FORMCHECKBOX 
  WOC
	 FORMCHECKBOX 
 Contract

	9. 
	Status of PI in Proposal:

(Check One)
	 FORMCHECKBOX 

Awardee or Initiator

 FORMCHECKBOX 

Not Awardee; i.e., Co-Investigator in Study

	10.  
	Type of Submission:
	 FORMCHECKBOX 
  New
	 FORMCHECKBOX 
  Renewal of Active Project

	(Check One)
	

	
	If Renewal, complete a and b: 
a) Enter 4-digit number of active project.  If you don't know this #, call X27447 (Research Office) for assistance.
	     
	b) Has title changed?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	11.
	Project Title:

(142 characters maximum)
	     
	

	
	

	12. 
	Co-Principal Investigator:  (Must have a VA appointment and must be designated a Co-PI in application)  NOT CO-INVESTIGATOR

	
	     
	
	     
	 FORMCHECKBOX 

	Check if at

	
	
	
	
	
	Another VAMC

	
	(Last name, first name, mi, degree)
	
	(SSN last 4 digits)
	
	

	
	Phone:       
	
	E-mail      

	13.
	Other Personnel Involved in the Project:  (Co-Investigators, Collaborators, Nurses, Support Staff-Include names of anyone who will be accessing patient or other data involved with this research study.)

	Name
	Employer
	E-Mail Address
	Phone

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	14.
	Will the project involve any of the following?
	  If you answer “Yes”, please follow instructions below.

	a.
	Human Studies
	
	

	
	(
	Human Subjects/Patient Information
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Complete PART II (Research Safety) and
PART III (Institutional Review Board)
Studies subject to IRB review include those involving data, documents, surveys, questionnaires, records, pathological specimens, or diagnostic specimens.



	
	(
	Investigational Drugs
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	(
	Investigational Devices
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	


	
	Does the study “exclusively” involve the following
	
	
	

	
	(
	Patient Chart Review
(Retrospective analysis only
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	If you check “YES” for any of the 3 boxes to the left:

You do “NOT” need to complete PART II (Safety)

	
	(
	Data Base Review
(Restrospective analysis only)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	(
	Prospective Study
(Questionnaires/Surveys, Focus Groups/Interviews only)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	b.
	Animal Subjects
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Complete PART II (Safety) and PART IV (ACORP)

	c.
	Biological Hazards:
	
	

	
	(
	Human Tissues/Specimens
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Complete PART II (Safety) 

	
	(
	Microbial Agents
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	(
	Biological Toxins
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	(
	Non-microbial Agents, i.e. protozoan, multi-cellular parasites
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	(
	Poisonous, toxic, venomous animals or plants
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	(
	Recombinant DNA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	d.
	Radioactive Materials
	

	
	(
	Ionizing
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Complete PART II (Safety) and PART V (Request for Use of Radioactive Materials in Research)

	
	(
	  If Scans are used (check those that apply)
	

	
	 FORMCHECKBOX 
 X-Rays 
	 FORMCHECKBOX 
 CTs
	 FORMCHECKBOX 
 MRIs
	

	
	
	 FORMCHECKBOX 
 Bone Scans
	 FORMCHECKBOX 
 Other
	     
	

	
	(
	Non-Ionizing
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	e.
	Chemicals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Complete PART II (Safety)

	f.
	Controlled Substances
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Complete PART II (Safety)

	g. 
	Physical Agents, i.e. electricity, trauma, etc.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	If Yes, check the boxes below that apply to your situation and complete PART II (Safety)

	
	
	
	
	 FORMCHECKBOX 
 On animals
	
	

	
	
	
	
	 FORMCHECKBOX 
 On microbes 

	
	
	
	
	 FORMCHECKBOX 
 On other
	Specify:
	     

	15.
	Anticipated Starting Date:
	     
	(mo/day/year)

	16.
	Funding Source and Fund Administration: 
(Please enter all information below.  See attached legend for codes on page 5.)

	
	Source Code
	
	Name of Grantor(s)/Source(s)
	
	Admin Code
	
	Name
	

	
	(4 digits)
	
	
	
	(2 digits)
	
	
	

	
	     
	
	     
	
	     
	
	     
	

	
	If Source Code is 9007, 9002, 9024, enter VACO Project Number: 
	     
	

	17.
	Project focus:
	(Mark each item)
	

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

	18.
	List VA and non-VA locations where research will be performed.
	

	
	     
	

	
	     
	

	19.
	Keywords:  
	(Minimum 3, maximum 6. Use MeSH terms only. Enter one term per line) http://www.nlm.nih.gov/mesh/MBrowser.html 
	

	
	a.
	     
	b.
	     
	c.
	     
	

	
	d.
	     
	e.
	     
	f.
	     
	

	
	
	
	




CONFLICT OF INTEREST

It is recognized that a conflict of interest exists when an individual’s personal or financial interests might lead an independent observer to reasonably question whether or not actions or decisions were made for personal or financial benefit.  Personal interests may include a paid or unpaid relationship to the study sponsor.  Please respond to the following:

Do you or your immediate family or any personnel in study team or their immediate family, have any of the  following? (Circle all that apply)
· “Immediate Family” means spouse and dependent children. 

· “Financial Interest Related to the Research” means financial interest in the sponsor, product or service being tested,     or competitor of the sponsor.

1.  Ownership interest, stock options, or other financial interest related to the research unless it meets four tests: 

· Less than $10,000 when aggregated for you and your immediate family.

· Publicly traded on a stock exchange.

· Value will not be affected by the outcome of the research.

· Less than 5% interest in any one single entity.

2.  Compensation related to the research unless it meets two tests:

· Less than $10,000 in the past year when aggregated for you and your immediate family.

· Amount will not be affected by the outcome of the research.

3.  Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing 

     
agreement.

4.  Board or executive relationship related to the research, regardless of compensation.

5.  Other relationship (financial or non financial) with the sponsor of any kind. 

6.  Benefit of any kind from sponsor. (e.g. grants, compensation in the form of equipment, retainers for ongoing 
     consultation, or honoraria). 

If you circled any of the above, in a separate memo, describe the interest, benefit, or relationship and any steps planned to prevent the interest, benefit, or relationship from interfering with the design, conduct, or reporting of
the research, including interfering with the protection of participants.   Also answer the questions below.

1.  Who designed the research?

2.  Who will analyze the safety and efficacy data?

3.  Is there a Data Safety Monitoring Board (DSMB)

4.  What are the specific arrangements for any payment?

5.  Where does the payment go?  To the Institution?  To the Investigator?

6.  Is there compensation for participants and if yes, what is the compensation?

ACKNOWLEDGEMENT OF VA IN PRESENTATION OF RESEARCH RESULTS

I agree to insure that proper acknowledgement of the Department of Veterans Affairs’ research support is always given by me in any scientific publications, presentations, media interviews and other professional activities.  As a VA investigator, I agree to initiate and document references to the VA where either direct or indirect support for the research emanated from the 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. I understand that failure to acknowledge VA support and affiliation, may result in discontinuation of current VA R&D funding and/or ineligibility to receive future R&D funding for up to 5 years.  In extreme circumstances, it may also result in the revocation of the privilege to conduct research at the VA.

My signature below certifies that all of the information provided above is a true and accurate statement.  As the designated Principal Investigator for the described research study, I will insure the protocol is carried out in full compliance with all local, agency and other regulatory bodies’ policies and procedures.  

Principal Investigator______________________________________________ Date: ______________

CERTIFICATION OF PROPOSAL APPROVAL

All Principal Investigators must secure the following signatures.

I have read the Research Proposal application and find it in compliance with Federal, State and local policies and regulations governing the use of chemical, physical and biohazardous materials.  Resources necessary for the performance of these proposed studies are available and adequate including facilities, qualified staff, and time allocated for the investigators for this research, and it is considered an appropriate use of VA resources.

	Section Chief:
	
	Date
	

	
	
	
	

	
	
	
	

	Service Chief / Service Line Manager: 
	
	Date
	

	
	
	
	


	

	For Research Office Use Only
The Research Office will secure the following signatures on your behalf.


	
	
	
	

	
	
	
	

	Administrative Officer for Research & Development:
	
	Date
	
	

	
	Edward J. Clark, MHA
	
	

	
	
	
	

	Associate Chief of Staff for Research & Development:
	
	Date
	
	

	
	Dale N. Gerding, MD
	
	

	
	
	
	

	For Non-Laboratory Unfunded Clinical Research

(If requested by the R&D Committee)
	
	
	

	
	
	
	

	Chief of Staff:
	
	       Date
	
	

	
	Barbara Temeck, MD (Hines)
	
	

	
	
	
	

	
	Tariq Hassan, MD (N Chicago)
	
	

	
	
	
	


FUNDING SOURCE CODES

1. Department of Veterans Affairs (Use only Administrative Code 02.)
[9002] = Research Advisory Group (Prog 821; CC 103)

[9003] = Merit Review (Prog 821; CC 103)

[9006] = Special Research Initiatives (Prog 821; CC 106)

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

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

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

[9023] = Agent Orange and Related Herbicides (Prog 823)

[9024] = Health Services R&D (Prog 824)

[9025] = Cooperative Studies (Prog 825)

[9050] = Clinical Science R&D (Prog 825, CC150)

[9090] = Office of Academic Affairs

[9091] = Health Care System & VISN Supported Research

[9092] = Musculoskeletal Research[9092] =Musculoskeletal Research
2. National Institutes of Health and Alcohol, Drug Abuse, and Mental Health Administration (ADAMHA)

[9103] = Natl Cancer Institute

[9105] = Natl Eye Institute

[9107] = Natl Heart, Lung, & Blood Institute

[9109] = Natl Inst of Allergy and Infectious Diseases

[9111] = Natl Inst of Child Health & Human Development

[9113] = Natl Inst of Dental Research and Craniofacial Research

[9115] = Natl Inst of Diabetes, Digestive & Kidney Disease

[9117] = Natl Inst of Environmental Health Sciences

[9119] = Natl Inst of General Medical Sciences

[9121] = Natl Inst of Neurological Disorders & Stroke

Other United States Federal Government Agency

[9202] = Centers for Disease Control
[9213] = Environmental Protection Agency

[9203] = Dept of Defense
[9215] = Food and Drug Admin

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

[9207] = Dept of Energy
[9219] = Natl Inst of Occupational Safety

[9209] = Dept of Health & Human Services
[9221] = Natl Aeronautics & Space Adm

[9211] = Dept of Labor 
[9223] = Agency for Health Care Policy Research

4. Other Government Private Donor or Academic Institution

[9301] = Affiliated 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
3.

[9122] = Natl Center for Human Genome Research

[9123] = Natl Center for Nursing Research

[9125] = Natl Inst on Aging

[9127] = Natl Inst on Alcohol Abuse and Alcoholism

[9129] = Natl Inst on Arthritis, Musculoskeletal and Skin Diseases

[9131] = Natl Inst on Deafness & Other Communication Disorders

[9133] = Natl Inst on Drug Abuse

[9135] = Natl Inst on Mental Health

[9137] = Natl Center for Research Resources

[9138] = Natl Inst of Biomedical Imaging and Bioengineering

[9225] = Natl Library of Medicine

[9227] = Natl Science Foundation

[9229] = Rehabilitation Svcs Admin

[9235] = U.S. Public Health Service

[9237] = Natl Inst of Disability Rehabilitation Research

[9299] = Other (Specify Name)
[9701] = A.H. Robins

[9703] = Abbott

[9705] = Adria

[9707] = Alpha Therapeutic

[9708] = American Cyanamid [9710] = Amgen

[9712] = Berlex

[9713] = Boehringer Ingelheim [9715] = Boots

[9717] = Bristol‑Meyers Squibb [9719] = Burroughs Wellcome [9720] = Centocor

[9721] = Ciba-Geigy

[9723] = Cytogen
6. Voluntary Agency/Foundation

[9803] = Alzheimer's Dis & Rel Dis Assoc

[9805] = American Cancer Society

[9809] = American Diabetes Association

[9811] = American Fed for Aging Research

[9812] = American Fndn for AIDS Research

[9813] = American Heart Association

[9815] = American Kidney Foundation

[9817] = American Legion

[9819] = American Lung Association

[9821] = American Narcolepsy Assoc

[9822] = Amer Parkinson Disease Assoc

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

[01] = No funding (Valid only for Funding Code 0000)
[02] = VA funds (Valid only for Funding Codes beginning with 90)
[03] = VA ‑Reimbursed from another Federal Agency*

[04] = VA ‑ Direct grant

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

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

 [9725] = Du Pont

[9731] = Eli Lilly

[9732] = Fujisawa

[9733] = G.D. Searle

[9734] = G.H. Bessalaar

[9736] = Genetech

[9738] = Glaxo

[9740] = Hoechst-Roussel

[9742] = Hoffman-LaRoche

[9744] = Hybritech

[9745] = Immunomedics

[9746] = Janssen

[9748] = Knoll

[9750] = Lederle
[9752] = Lorex

[9754] = Marion-Merrell Dow

[9756] = McNeil

[9760] = Merck & Co.

[9764] = Miles

[9766] = Proctor & Gamble

[9768] = Organon

[9770] = Ortho

[9773] = Parke-Davis

[9775] = Pfizer

[9776] = Purdue Frederick

[9777] = Roberts Pharm

[9778] = Roche

[9779] = Rhone-Poulenc Rorer
[9781] = Ross

[9782] = R.W. Johnson Pharm

[9783] = Sandoz

[9784] = Schering

[9785] = SmithKline Beecham

[9787] = Sanofi-Aventis

[9789] = Stuart

[9791] = Syntex

[9792] = TAP Pharm

[9793] = Upjohn

[9795] = Warner-Chilcott

[9797] = Wyeth-Ayerst

[9798] = Zeneca

[9799] = Other (Specify Name)
(For Local Chapters of National Organizations, use Agency/Foundation code, not 9899.)

[9823] = Arthritis Foundation

[9827] = Council for Tobacco Research

[9831] = Cystic Fibrosis Foundation

[9833] = Deafness Research Fndn

[9837] = Dermatology Foundation

[9839] = Disabled American Veterans

[9843] = Epilepsy Foundation

[9847] = Juvenile Diabetes Foundation

[9851] = Lupus Foundation

[9855] = March of Dimes

[9859] = Muscular Dystrophy Association
ADMINISTRATIVE CODES

[05] = VA ‑ General Post Funds

[06] = CARES 
[07] = Affiliated University

[08] = Other Agency

[09] = Medical Care-Supported Studies
[9863] = National Dairy Council

[9867] = Natl Foundation Ileitis & Colitis

[9871] = National Kidney Foundation

[9875] = Natl Multiple Sclerosis Society

[9879] = Paralyzed Veterans of America

[9883] = Robert Wood Johnson Fndn

[9885] = Scleroderma Foundation

[9887] = Smokeless Tobacco Research Council

[9891] = Spinal Cord Society

[9895] = CARES

[9899] = Other (Specify Name)










Revised September 2008
1.

