[107]
      Ann Arbor VA Research and Development Application

[9/20/2016]
1.  Investigator

Principal Investigator:        (If new investigator, fill out Page 18 [page 23 of application])
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ROAD MAP FOR SUBMISSION, REVIEWS AND FINAL APPROVAL OF 

HUMAN RESEARCH APPLICATIONS FOR 

ANN ARBOR, BATTLE CREEK & SAGINAW VAMCs




Email:      
                
Telephone:  VA        U of M        Pager:         


       
Employment Status:   FORMCHECKBOX 
 Full-time   FORMCHECKBOX 
 Part-time (# hours per week      )


         
Location and/or Routing Symbol:        


         
PI Status in Proposal:   FORMCHECKBOX 
 Awardee  FORMCHECKBOX 
 Not awardee, but, responsible VA investigator

2.  Proposal Information:

a.   Project Title (Max length 142 characters, including spaces -- 81 characters for Merit Review):


-->       

b.   Key words (http://www.nlm.nih.gov/mesh/meshhome.html) (Minimum 3--Maximum 6):  

                           ,      ,      ,      ,      ,      

c.   Type of Submission:    FORMCHECKBOX 
  New         FORMCHECKBOX 
  Just in Time Submission (i.e., VA Merit)        FORMCHECKBOX 
  VA Cost Share

 FORMCHECKBOX 
  Central IRB
 Submission
   FORMCHECKBOX 
  HSR&D Career Development Award  (No IRB or Safety Form needed)
***If you are submitting a cIRB Submission, you must submit appropriate Scopes of Practice and Training Records***


                (If Just in Time, is this a renewal of an active project?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No (If yes, project #        )

d.   Sponsor (Be specific--no acronyms; if NIH – give name of institute) :       







(see page 25) Funding Source Code: _     _ 


Administered by:   FORMCHECKBOX 
 VA        FORMCHECKBOX 
 VERAM          FORMCHECKBOX 
 U of M          FORMCHECKBOX 
  Other (     )


e.   Project Uses:    FORMCHECKBOX 
 Human Subjects     FORMCHECKBOX 
 Animals    FORMCHECKBOX 
 Investigational Drugs    FORMCHECKBOX 
 Biohazards  


 FORMCHECKBOX 
 Investigational Devices      FORMCHECKBOX 
 Ionizing Radiation (x-ray, fluoro, linear accelerator, radioactive material)      


f.   Study Location(s): (Check all that apply):           FORMCHECKBOX 
  Ann Arbor VAMC         FORMCHECKBOX 
  U of M 


 FORMCHECKBOX 
  Battle Creek VAMC  (see appendix 1)
       FORMCHECKBOX 
  Saginaw VAMC  (see appendix 1)


 FORMCHECKBOX 
  Other sites  (List other site):    


 FORMCHECKBOX 
 List Coordinating Center, if multi-site trial: _______________________________    
**If VA study location is listed as other than a VAMC Facility, then a “Request for Approval for Local Offsite Research” form must be completed.  (see page 7)

g.   Research Focus:     FORMCHECKBOX 
 Agent Orange        FORMCHECKBOX 
 Females      FORMCHECKBOX 
 Prisoners of War  
[image: image3.png]FUNDING SOURCE CODES

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

[9002] Research Advisory Group (CC 103) [9009]  Other Designated Research (CC 109) [9025]  Cooperative Studies (Prog 825)
[9003]  Merit Review (CC 103) [9022]  Rehabilitation R&D (Prog 822) [9050]  Clinical Science R&D
[9006]  Special Research Initiatives (CC 106) [9023]  Agent Orange & Related Herbicides [9092] Musculoskeletal Research
[9008]  Career Development (CC 108) [9024]  Health Services R&D (Prog 824)

2. National Institutes of Health and Alcohol, Drug Abuse, and Mental Health Administration (ADAMHA)
[9103] National Cancer Institute [9117]  Natl Inst of Environmental Health Science [9129]  Natl Inst on Arth, Musculo & Skin Dis
[9105]  National Eye Institute [9119]  Natl Inst of General Medical Sciences [9131]  Natl Inst on Deafhess & Other Commu Dis
[9107] National Heart, Lung & Blood Inst [9121]  Natl Inst of Neurological Disor & Stroke [9133]  Natl Inst on Drug Abuse
[9109]  Natl Inst of Allergy & Infectious Dis [9122]  Natl Human Genome Research Institute [9135]  Natl Inst on Mental Health
[9111]  Natl Inst of Child Health & Human Dev [9123]  National Institute of Nursing Research [9137]  Natl Center for Research Resources
[9113]  Natl Inst of Dental and Craniofacial Research [9125]  National Institute on Aging [9138]  Natl Inst of Biomedical Imaging and Bioengineering
[9115]  Natl Inst of Diabetes, Digest. & Kidney [9127]  Natl Inst on Alcohol Abuse & Alcoholism [9143]  Natl Inst of Health (Inst not known)

3. Other United States Fe deral Government Agency

[9202] Centers for Disease Control [9213]  Environmental Protection Agency [9225]  National Library of Medicine

[9203] Dept of Defense [9215]  Food and Drug Administration [9227]  National Science Foundation

[9205] Dept of Education [9217]  Health Resources & Svcs Admin [9229]  Rehabilitation Services 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 Admin [9237]  Natl Inst of Disability Rehab. Research
[9211]  Dept of Labor [9223]  Agency for Health Care Policy Research [9299]  Other Federal Government Agency

4. Other Government, Private Donor, or Academic Institution

[9301]  Affiliated University [9307] State Government [9360] VA Medical Care Supported Mgmt. Studies
[9303]  Private Donor [9309]  Foreign Government [9399] Other Government or Academic
[9305] Local Government [9311] SWOG

5. Private Proprietary Company

[9701] AH.Robins [9725]  Du Pont [9752]  Lorex [9779]  Rhone-Poulenc Rorer
[9703]  Abbott [9729] E.R. Squibb [9754] Marion-Merrell Dow [9781] Ross

[9705]  Adria [9731]  Eli Lilly [9756]  Mc Neil [9782]  R.W. Johnson Pharm
[9707]  Alpha Therapeutic [9732] Fujisawa [9758] Mead Johnson [9783] Sandoz

[9708]  American Cyanamid [9733] G.D. Searle [9760] Merck & Co. [9784]  Schering

[9709]  Ayerst [9734] G.H. Besselaar [9762]  Merrell Dow [9785]  SmithKline Beecham
[9710] Amgen [9736] Genentech [9764]  Miles [9787] SanoftAventis
[9711]  Beecham [9738] Glaxo [9766]  Proctor & Gamble [9789]  Stuart

[9712]  Berlex [9740] Hoechst-Roussel [9768] Organon [9791]  Syntex

[9713]  Boehringer Ingelheim [9742] Hoffman-La Roche [9770]  Ortho [9792] TAP Pharm

[9715]  Boots [9744]  Hybritech [9773]  Parke-Davis [9793]  Upjohn

[9717]  Bristol-Meyers Squibb [9745]  Immunomedics [9775]  Pfizer [9795] Warner-Chilcott
[9719]  Burroughs Wellcome [9746] Janssen [9776]  Purdue Frederick [9797] Wyeth-Ayerst

[9720] Centocor [9748]  Knoll [9777]  Roberts Pharm [9798] Zeneca

[9721] Ciba-Geigy [9750] Lederle [9778] Roche [9799]  Other Private Proprietary Company

[9723] Cytogen

6. Voluntary Agency/Foundation (For Local Chapters of National Organizations, use Agency/Foundation code)

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

[9805]  American Cancer Society [9827]  Council for Tobacco Research [9867]  Natl Foundation lleitis & Colitis
[9809]  American Diabetes Association [9831]  Cystic Fibrosis Foundation [9871]  National Kidney Foundation

[9811]  American Fed for Aging Research [9833] Deafness Research Foundation [9875]  National 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 Foundation
[9815]  American Kidney Foundation [9843]  Epilepsy Foundation of America [9885]  Scleroderma Foundation

[9817]  American Legion [9847]  Juvenile Diabetes Foundation [9887] Smokeless Tobacco Research Council
[9819]  American Lung Association [9851]  Lupus Foundation of America [9891]  Spinal Cord Society

[9821]  American Narcolepsy Association [9855]  March of Dimes [9895]  Va Private Research Corporation
[9822]  Amer Parkinson Disease Assoc [9859]  Muscular Dystrophy Association [9899]  Other Voluntary Agency \Foundation

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

ADMINISTRATIVE CODES

[o1] No Funding (Valid only for Funding Code 0000) [08] VA - Private Research Corporation
[02] VA Funds (Valid only for Funding Codes beginning with 90) [07] Affiliated University

[03] VA - Reimbursed from another Federal Agency* [08] Other

[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.

Revised: September 2009 ePromise
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             h.  Is this project part of a formal training program or educational requirement?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
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ABSTRACT 

(Less than 500 words, organized under these headings: Objectives, Research Plan, Methods, and if a basic science study, Clinical Relevance) - Submit paper copy and text version by e-mail to Catherine.Kaczmarek@va.gov.
Objectives:      
Research Plan:      
Methods:      
Clinical Relevance (if basic science study):      
NARRATIVE

The narrative must contain a thorough discussion of the following:

 FORMCHECKBOX 
  Rationale

 FORMCHECKBOX 
  Research Problems or Question

 FORMCHECKBOX 
  Specific Aims or Objectives

 FORMCHECKBOX 
  Background Information (Literature review, including significance of proposed research)

 FORMCHECKBOX 
  Preliminary data by Investigator (when applicable)

 FORMCHECKBOX 
  General Methods

 FORMCHECKBOX 
  Experimental Plan

 FORMCHECKBOX 
  Data analysis/interpretation
Budget 
(Other formats accepted)

Investigator Name:       
Project Title:       
Sponsor of study:        (Be specific, i.e. National Institute on Aging (not just NIH) or type ‘none’ if project is not funded)
Administrator of Funds:  
  (click on list)
Anticipated Income:  (e.g. 10 subjects @ $5,000 each = $50,000):       
Anticipated Expenses:       
1.  Personnel
	Employee Name
	Role in Program
	% Effort
	Salary (Salary + Fringes)

	     
	     
	     
	                                    

	     
	     
	     
	                                    

	
	
	  Sub Total                         
	                                    


2.  Equipment

	     
	     

	     
	     

	                                                                                                                                            Sub Total
	     


3.  Supplies

	     
	     

	     
	     

	                                                                                                                                             Sub Total
	     


4.  Patient Care Costs

	Bed Costs (x days @ $xx/day x # of patients)
	     

	Pharmacy Initiation fee
	     

	Pharmacy Dispensing Costs
	     

	Pharmacy Monitoring Costs
	     

	Laboratory Services
	     

	Other expenses (define) -      
	     

	                                                                                                                                            Sub Total
	     


5.  Other expenses

	Subject Payments
	     

	Other (Define)       
	     

	                                                                                                                                            Sub Total
	     


Total Direct Expenses
	Expenditures may include salaries, equipment, supplies, animal purchases/per diem charges, services, etc.



	                                                                                                                  TOTAL
	     


Project Employee List

Investigator:       
Title of Project:      
Please fill in this form for all employees who will be working on this study.  All personal identifiers will be held in a secure area with limited access.  List only those who will work on the project under the purview of VAAAHS (not employees from other sites if a collaborative study). 
	Last Name
	First Name
	Phone:
	Appointment


	Role
	Email address

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     


***If you are submitting a Central IRB Submission, you must submit appropriate Scopes of Practice
and Training Records for all Study Team Members associated with this proposal***

ASSESSMENT OF CLINICAL IMPACT ON VAAAHCS

The purpose of the Assessment of Clinical Impact Form is to determine the clinical impact of the project on the medical center.  If clinical impact is above and beyond standard of care, there must be reimbursement to the medical center. Non-Veteran patient care services are always reimbursable to the VA.  Costs are determined by current billing practices by VA.

Please type or print legibly.

	1. Principal Investigator:       

	2.  Project Title:       

	3.  Study Sponsor (be specific - no acronyms):      

	4.  Administered by:  FORMCHECKBOX 
 VA     FORMCHECKBOX 
  VERAM   FORMCHECKBOX 
  U of M  FORMCHECKBOX 
 Other (     )

	5.  Planned Number of Research Subjects Total:      

	     5a.  Veterans                Non-Veterans       

	     5b.  Planned Number of Non-Veterans Requiring Procedures:       


8a.   Radiology Procedures:
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (Service Chief's signature required if Yes)
	# of Patients
	X-ray Site
	
	X-rays/patients
	
	Cost per X-ray
	
	Total Cost
	Impact above and beyond normal care

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No


                Signature (Required if Yes):   ______________________________________________________

                                                                                                Chief, Radiology

8b.   Nuclear Medicine Procedures:   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No (Service Chief's signature required if Yes)
	# of Patients
	Procedure
	
	Procedure/Patient
	
	Cost/Procedure
	
	Total Cost
	Impact above and beyond normal care

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No


                   Signature (Required if Yes):   ______________________________________________________

                                                                                                Chief, Nuclear Medicine
8c.   Other Ancillary or Specialty Tests:      FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No (Service Chief's signature required if Yes)
	# of Patients
	Procedure
	
	Procedure/Patient
	
	Cost/Procedure
	
	Total Cost
	Impact above and beyond normal care

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	     
	     
	x
	     
	x
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No


                   Signature (Required if Yes):   ______________________________________________________

                                                                                                Service Chief

8d.   Inpatient hospital care for research study:    FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No (Service Chief's signature required if yes)

(If yes, state anticipated # of patient days X # of patients X cost/day for research study purposes)

	Patient Days
	
	# of Patients
	
	Cost/Day
	
	Total Cost
	Primary Care Ward
	Specialty Care Ward

	     
	x
	     
	X
	     
	=
	     
	     
	     


Signature (Required if Yes):   ______________________________________________________

                                                                                                Service Chief

8e.   Clinical Laboratory Procedures:      FORMCHECKBOX 
 Yes      FORMCHECKBOX 
  No (Service Chief's signature required if yes) 

	# of Patients
	CPT
	Description of Procedure
	
	Procedure/Patient
	
	Cost per

Procedure
	
	Total Cost
	Impact above and beyond normal care
	% of impact above 

patient care

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	     

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	     

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	     

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	     

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	     

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	     


                   Signature (Required if Yes):   ______________________________________________________

                                                                                                Chief, Laboratory

8f.   Pharmacy Costs:   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No (Service Chief's signature required if yes)  

Study initiation fee:       
	# of Patients
	Drug
	Dispensing Method
	
	Dispensing Cost

 per patient
	
	Per Patient 

Monitoring Cost
	
	Total Cost
	Impact above and beyond normal care

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

	     
	     
	     
	X
	     
	X
	     
	=
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No



 Signature (Required if Yes):   ______________________________________________________

                                                                                                Chief, Pharmacy

8g.   Will clinical staff (i.e. nurses) participate in this study?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No (If Yes, please complete the following)
	Employee Name
	Role in Study
	Number of hours
	Salary Rate
	Total Cost
	Signature of Employee Supervisor

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	


8h.  IRB Charge of $2,000   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No  (Administrative Officer's signature required if Yes) - 
For industry sponsored studies see VA IRB Application Form (Located at www1.va.gov/annarborresearch)  


Signature (Required if Yes):   ______________________________________________________

                                                                                                Administrative Officer, Research

9.   Signatures:

I understand that the project must reimburse the VAMC for the procedures outlined above if they are performed on Non-Veterans or when performed on Veterans above and beyond normal patient care.

______________________________________

______________________________________

Principal Investigator



Chief of Staff of submitting VAMC
 (for Ann Arbor, will be obtained by R&D Office)


Request for Approval for Local Off-Site Research
(If VA Research is being done at a non-VA Facility)
If an Off-site waiver is already approved through VA Central Office, attach that in lieu of completing this form. 

Title of Research Project:       
Principal Investigator:       
Reason the research needs to be done off site:

     
Principal Investigator’s Signature:  ____________________________________    Date:  _______________

	*Approvals:

_____________________________



_____________________________

VA Service Chief





ACOS/Research

_____________________________



___________________________


Chief of Staff






Medical Center Director




Obtain VA Service Chief’s signature before submission.  Research Office will obtain other signatures.


Human Subjects Research Assessment Survey

VA Ann Arbor Healthcare System

	WHAT IS HUMAN SUBJECTS RESEARCH?

· The VA ACOS/ Research and/ or the IRB Coordinator will assist investigators to determine if their proposed activity must be reviewed by the VA IRB. 

· The VA IRB maintains the authority to determine when human subject research may qualify for exemption from IRB review at the VAAAHS.

Quality Improvement (QI) Projects 

Use of a patient’s PHI or biological sample for quality improvement projects is deemed health care operations and does not require IRB approval or authorization/waiver of authorization.  A quality improvement project, by definition, is a project to look at outcomes or other assessments of patient care for INTERNAL use only. Thus, the PHI will not be shared outside of the covered entity, nor published or presented.  If a quality improvement project has the potential to generate information that may contribute to generalizable knowledge and the clinician caring for the patient will aspire to publish or present the information, the activity may be research. Please consult the DHHS and FDA Check-Lists below..

Case Reports

Use of a patient’s PHI or biological sample for case reports of 1-2 patients for publication does not require IRB approval or authorization/waiver of authorization, providing the patient was treated by the person reporting the case(s) and the information is de-identified.  However, should there be 3 or more cases, the activity may be research. Please consult the DHHS and FDA Check-Lists below.

HUMAN SUBJECTS RESEARCH CHECK-LIST

Step 1: Is it Research?   
   FORMCHECKBOX 
 Yes,  FORMCHECKBOX 
 No    Does the activity involve a systematic investigation designed to address research intent, using an organized method, testing, and evaluation to develop or contribute to generalizable knowledge?  Will the data be used to draw conclusions related to different populations or settings?  If Yes, go to Step 2. 
  If No, the activity is not research as defined by DHHS.  Go To Step 4!
Step 2: Is it Human Research?   
   FORMCHECKBOX 
 Yes,  FORMCHECKBOX 
 No   Does the research involve collecting information about living persons?
  If Yes, go to Step 3.    
  If No, the activity is not human subjects research as defined by DHHS.  Go To Step 4!
Step 3: Is the activity DHHS-Regulated Research on Human Subjects?   
   FORMCHECKBOX 
 Yes,  FORMCHECKBOX 
 No  (a) Does the research involve collecting data through intervention (physical procedures or 
        manipulations) or interactions (communications or personal contact) with the individuals?   
   FORMCHECKBOX 
 Yes,  FORMCHECKBOX 
 No  (b) Does the research involve collecting individually identifiable private information (such as protected 
        health information) about living persons)?  
   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (c) Does the activity involves a retrospective chart review of outcomes of patients on a certain drug or 
       device in the course of medical practice?
   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (d) Does the activity involves a prospective study of the outcomes of patients who were prescribed a drug 
       or device by their personal physicians, or compares the diagnostic results of scans or tests ordered by their personal 
       physicians?

   If you answered Yes to (a) or (b) or (c) or (d), the activity is “DHHS-Regulated Research on Human Subjects”. 
   (Continue to Step 4.)

Step 4: Is the activity FDA-Regulated Research on Human Subjects?   

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (a) Does the activity involve the use of a drug, other than the use of an approved drug in the course of standard medical practice? (Including record/image/chart reviews of patients who received FDA regulated products or controls, not in course of medical practice.)

Drugs  Including: a substance recognized by an official pharmacopoeia or formulary; a substance intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease; a substance (other than food) intended to affect the structure or any function of the body; a substance intended for use as a component of a medicine but not a device or a component, part or accessory of a device; a biologic product (any virus, serum, toxin, antitoxin, vaccine, blood, blood component or derivative, allergenic product, or analogous product) applicable to the prevention, treatment, or cure of diseases or injuries. (A Dietary supplement for which the activity involves a disease claim will be treated as a drug.)  

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (b) Does the activity involve the use of a medical device, other than the use of an approved medical device in the course of medical practice.

Medical Devices  Including: an instrument, apparatus, implement, machine, contrivance, implant, software, in vitro reagent, or other similar or related article, including a component part, or accessory which is: recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them, intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, or intended to affect the structure or any function of the body of man or other animals, and which does not achieve any of its primary intended purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary intended purposes.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (c) Will the results of the activity be submitted to the FDA or held for inspection by the FDA.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (d) Will tissue specimens be used to test the effectiveness of a medical device and will the information be submitted to the FDA for FDA approval of the device (even if data/tissue is anonymized).

  If you checked No to (a) and (b) and (c) and (d), the research activity is not FDA-Regulated. Skip to Step 5

  IF you checked Yes to (a) or (b) or (c) or (d) then continue below:

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (e) Does the activity involve individual who is or becomes a participant in research, either as a recipient of an FDA regulated product (approved or experimental) or as a control, as directed by a research protocol and not by medical practice?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (f) Does the activity involve an individual who participates in an investigation, either as an individual on whom or on whose specimen an investigational device is used or as a control?

  If you checked Yes to (e) or (f) then the research activity is “FDA-Regulated Research on Human Subjects” 

•
The consent process must disclose that the FDA may inspect the study records;

•
Consent documents must be dated (all VA Consent Forms must be dated)
•
Consent cannot be waived under emergency regulations (per VA); and

•
Consent documentation may only be waived if the activity is minimal risk and documentation of consent is not ordinarily required outside the research context.

Step 5: Human Subjects Research Engagement Survey - VA Ann Arbor Healthcare System

 FORMCHECKBOX 
  A. VA IRB Review is required for Human Subjects Research Conducted at Ann Arbor VAMC

You must submit a VA Human Studies Research Application 
if *ANY* of the following research activities will take place at the Ann Arbor VAMC or other VAMC Sites1
 FORMCHECKBOX 
 1. Human research subjects will be recruited 

 FORMCHECKBOX 
 2. Human research subjects will participate in research (DHHS or FDA)

 FORMCHECKBOX 
 3. Human research samples will be analyzed

 FORMCHECKBOX 
 4. VA medical records will be accessed for research 

 FORMCHECKBOX 
 5. Human research data (with identifiers) will be managed and /or stored

Please download the most recent version of the Ann Arbor VA IRB Application at this web-site
http://www.annarbor.research.va.gov/     
[  ]  B. Exclusion from Human Subjects Research Review

(If you cannot check all boxes 1-7, then please go back to Section A.)

 FORMCHECKBOX 
 1. No human research subjects will be recruited at the Ann Arbor VAMC or other VAMC Sites(1)
 FORMCHECKBOX 
 2. No human research samples will be tested at the Ann Arbor VAMC or other VAMC Sites(1)
 FORMCHECKBOX 
 3. No medical records will be accessed for research at the Ann Arbor VAMC or other VAMC Sites(1)
 FORMCHECKBOX 
 4. No human research data will be managed or stored at the Ann Arbor VAMC 
or other VAMC Sites(1)
(1)  Other VA Sites = Battle Creek VAMC, Saginaw VAMC, Toledo VAMC, Flint VA CBOC, 
Jackson VA CBOC and Intensive Psychiatric Community Care Clinic (Ann Arbor)




	   FORMCHECKBOX 
  CHECK THIS BOX FOR A VA-ONLY HUMAN RESEARCH STUDY AND SKIP THIS SECTION 

  NEW VA POLICIES FOR A COLLABORATIVE HUMAN STUDY BETWEEN VA AND NON-VA SITES

	Protocols for “collaborative” research studies includes all of those studies in which some part of the research is performed outside the VA and it must clearly separate VA research activities and VA data from non-VA research activities and non-VA data. Investigators with dual appointments at a VA facility and a non-VA (affiliate) institution must separate and document their activities as VA employees on VA time versus their activities as affiliate/collaborator employees on affiliate/collaborator time. 

The documentation must clarify (i) VA duties, (ii) VA duty locations, (iii) VA tours of duty or time allocations, (iv) issues related to data ownership, and (v) research information protection and data security requirements. The protocol submission form below is designed to help investigators separate VA research activities from non-VA research activities.

	1. Data Collection Activities:

NOTE: Items “a” thru “d” must be reviewed and approved by the VA R&D Committee.

a.
Describe all data collection activities for the VA part of the research to be included in the “collaborative” study (including location of collection and storage, access and use, statistical analyses, and security measures)

VA research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA. The research may be funded by VA, by other sponsors, or be unfunded. (VHA Handbook 1200.01 §3.b)
-->     
b.
If VA data will be combined with non-VA data, describe when and how this will occur and where the combined data will be stored 

If the combined data are located at the non-VA site, investigators with dual appointments should not use the combined data while on VA time unless approved as an “off-site” VA research activity in consultation with ORD and Regional Counsel.

-->
c.
Identify VA research activities, if any, occurring at non-VA sites (i.e., VA research effort/time spent at non-VA properties).  VA research should be conducted on VA time.

Clarify (i) VA duties, (ii) VA duty locations, (iii) VA tours of duty or time allocations.

-->
d.
Provide a copy of any memorandum of understanding (MOU) with the non-VA entity describing data ownership or data security arrangements for the “collaborative” study.

-->
e.
If the protocol involves data collected in non-VA research (i.e., not collected by VA investigators serving on compensated, WOC, or IPA appointments while on VA time, utilizing VA resources, or on VA property including space leased to, or used by VA), explain how non-VA activities and data are separated from VA activities and data.

NOTE: The non-VA activities must not be approved by the VA R&D Committee.
(The non-VA activities must be approved by the collaborative site IRB and other relevant committees at the collaborative site. The VA must receive copies of the approval documents.)

-->
2. Describe how the informed consent document and the HIPAA authorization inform the subject that:

a.
This is a “collaborative” study that will combine VA research activities and VA data with non-VA research activities and non-VA data. 

-->
b.
The data are to be disclosed to the Coordinating Center site located at (either the VA site or the non-VA site) where the data will be combined and analyzed for the “collaborative” study.

-->


	Summary of Activities for “Collaborative” HUMAN Research
VA research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA.  [VHA Handbook 1200.01 §3.b]

	RESEARCH

ACTIVITIES
	ACTIVITIES FOR VA RESEARCH 

These activities MUST be approved by the VA R&D Committee
	ACTIVITIES FOR 

NON-VA 
RESEARCH 

These activities MUST NOT be approved by the VA R&D Committee
	Explain how VA and NON-VA 

activities of

Dual-Appointment personnel are distinguished

	
	VA Site
	Non-VA Site
	
	

	Advertising
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	->     

	Recruitment 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	->     

	Research-related medical procedures to be performed 
	LIST HERE

->     
	LIST HERE

->     
	LIST HERE

->     
	->

	Other 

interventions or interactions with living individuals to be performed 
	LIST HERE

->     
	LIST HERE

->     
	LIST HERE

->     
	->

	Clinics, labs, other units to be used 
	LIST HERE

->     
	LIST HERE

->     
	LIST HERE

->     
	->

	PHI Use
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	->

	PHI Disclosure
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	->

	Data Coordinating Center
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	LIST HERE

->     
	->

	Other Resources ?
	LIST HERE

->     
	LIST HERE

->     
	LIST HERE

->     
	->     



Animal Subjects Research Engagement Survey

VA Ann Arbor Healthcare System

	Principal Investigator:

     
	Email Address:

     

	Project Title:

     

	 FORMCHECKBOX 
 A. No Animal Subjects Research in this project

 FORMCHECKBOX 
 Animal Studies Research Application not required

	 FORMCHECKBOX 
 B. VA IACUC Review of Animal Subjects Research Conducted at Ann Arbor VAMC

You must submit a VA Animal (ACORP) Studies Research Application 
if *ANY* of the following activities will take place at the Ann Arbor VAMC 

 FORMCHECKBOX 
 1. Animal research subjects will be investigated

 FORMCHECKBOX 
 2. Animal research data will be managed for research publication

 FORMCHECKBOX 
 3. VA funds will be used to support the research 

 FORMCHECKBOX 
 4. VERAM will administer the project funds

Please download the most recent version of the Ann Arbor VA ACORP Application at this web-site

http://www.annarbor.research.va.gov/     

	 FORMCHECKBOX 
 C. Cost Shared Work Being Done Off Site With VA Time/Effort Only

    You must submit an approved IACUC Animal Studies Research Application 
     from the institution where work is being completed if: 

 FORMCHECKBOX 
 1. Animal research subjects will only be investigated at another institution

 FORMCHECKBOX 
 2. Animal research will be conducted on VA Paid Time at another institution



	Investigator Signature:

	Date:



Research Safety Hazard Assessment Survey

Research Safety Committee 

VA Ann Arbor Healthcare System

	Principal Investigator:

     
	Email Address:

     

	Project Title:

     

	Building: 

     
	Room: 

     
	Phone Number:

     

	This form must be included with your application to the VA R&D Committee.

Please check all boxes that apply to your research protocol.

 FORMCHECKBOX 
  A.
Human tissue, blood, other body fluids (collected and/ or tested by non clinical staff)
 FORMCHECKBOX 
  B.
Ionizing Radiation (x-ray, fluoro, linear accelerator and/or radioactive materials)

 FORMCHECKBOX 
  C.
Biological Agents (including microbiological, viral or plant agents, pathogens, toxins, poisons or venoms)
 FORMCHECKBOX 
  D.
Chemicals  (toxic, flammable, explosive, corrosive, carcinogenic, neurotoxins)
 FORMCHECKBOX 
  E.
Recombinant DNA  

 FORMCHECKBOX 
  F.
Non-Human Cell lines and Tissue Culture

 FORMCHECKBOX 
  G.
Physical agents (UV light, lasers, radio-frequency or microwaves, electricity, trauma)
 FORMCHECKBOX 
  H.
Animals  (must submit VA ACORP form, Located at www1.va.gov/annarborresearch)
 FORMCHECKBOX 
  I.
Controlled Substances

If you checked box H. Animals, then check below where the ACORP form contains any of the following attachments.
 FORMCHECKBOX 
  X1. Controlled Substances

 FORMCHECKBOX 
  Y3. Test Substances

 FORMCHECKBOX 
  Y8. Explosive Anesthetic Agents

If you checked one or more boxes, then you must submit a *VA Research Laboratory Safety Hazard Assessment Form* with this VA R&D Application at   http://www.annarbor.research.va.gov/   

	Investigator Signature:

	Date:

	 FORMCHECKBOX 
 Exempt from Safety Review 
 FORMCHECKBOX 
 Exempt (Animal Study With VA Cost Share Only)      

_____________________________________________________

Jon Oscherwitz, MD

Chair, VA Research Safety Committee
	_______________

Date


Ionizing Radiation Research Assessment Survey

VA Ann Arbor Healthcare System

	Principal Investigator:

     
	Email Address:

     

	Project Title:

     

	 FORMCHECKBOX 
 A. No Ionizing Radiation Used in this project

 FORMCHECKBOX 
 Application for Approval of Ionizing Radiation for General License Purposes (00R-1) not required

 FORMCHECKBOX 
 Application for Approval of Human Use of Radioisotopes and/or Ionizing Radiation for Research 
(00R-1A) not required



	 FORMCHECKBOX 
 B. Ionizing Radiation Used in this project at Ann Arbor VAMC

Please check all boxes that apply to your research protocol.

If you check box 1, 2, or 3, submit an Application for Approval of Ionizing Radiation Use for General Research Purposes (Form 00R-1) to the Radiation Safety Committee (50R)
If you check box 3, submit an Application for Approval of Human Use of Radioisotopes and/or Ionizing Radiation for Research (Form 00R-1A) to the Radiation Safety Committee (50R)
 FORMCHECKBOX 
 1. Radioactive material will be used but not in humans.

 FORMCHECKBOX 
 2. Other forms of Ionizing Radiation will be used (x-ray, fluoro, linear accelerator) but not in humans.

 FORMCHECKBOX 
 3. Ionizing radiation will be used in humans (complete detail below):

 FORMCHECKBOX 
 Well established radioactive material use in humans, for which an NDA has been filed.

 FORMCHECKBOX 
 A use for which and IND application has been accepted by the FDA.  IND # ____________.

 FORMCHECKBOX 
 A research use to obtain basic research information regarding the metabolism  (kinetics, distribution, localization) of a radioactive labeled drug or human physiology, pathophysiology, or biochemistry (not intended for therapy, diagnostic purposes, or to determine safety and effectiveness).

 FORMCHECKBOX 
 The use of ionizing radiation in the form of an X-ray, fluoro, or linear accelerator.

Please download the most recent version of the Radiation Safety Applications at this web-site:

http://www.annarbor.research.va.gov/     

	Investigator Signature:

	Date:


Revised 9/13/05

RESEARCH FINANCIAL CONFLICT OF INTEREST STATEMENT Department of Veterans Affairs
Why Must I File?
The duties and responsibilities of your position as a principal investigator, co-principal investigator, investigator (including a collaborator who has a VA appointment), study chair or site principal investigator (hereinafter “Investigators”) require you to file a Research Financial Conflict of Interest Statement (Statement) to avoid involvement in a real or perceived conflict of interest.  Federal employees are prohibited from participating personally and substantially in official VA matters affecting their own financial interest or those imputed to them.  In addition, in research a real or perceived conflict of interest occurs when any financial arrangement, situation or action affects
or is perceived to exert inappropriate influence on the design, review, conduct, results, or reporting of research activities or findings. This Statement is to assist employees
to avoid a conflict between their official duties and private financial interests or
affiliations.  See VHA Handbook 1200.13.
When Must I
You must submit a completed, signed, and dated Statement:
File?
A.  Prior to:
♦  Initial review of a study protocol in which you are listed as Investigator,
♦  Continuing review of a study protocol in which you are listed as Investigator,
♦  Your being added as an Investigator to a study protocol, OR
B. When you have a change in relevant information that requires you to change an answer on Section I of the Statement to “yes” or that changes the reason for a “yes” answer.
Note:  The term “Investigator” includes: Principal Investigator (PI), Study Chair, Site
PI, co-PI, or an Investigator, including a co-investigator or sub-investigator.
Who Will Review
The Financial Conflict of Interest Committee or Financial Conflict of Interest
My Statement?
Administrator, with assistance from the Office of General Counsel (OGC) when necessary, is responsible for reviewing the Statement to determine whether there are
any actual or perceived conflicts of interest. The Statement may be reviewed by other
VA personnel only on an “as needed” basis when required by the responsibilities of their positions. The information you provide will be used only for legitimate purposes, and will not be otherwise disclosed unless authorized.
What If I Have
Contact the facility research Financial Conflict of Interest Administrator or Committee
Questions?
designated by the facility’s Director as responsible for the facility’s  research conflict of interest program or an OGC Deputy Ethics Official.
RESEARCH FINANCIAL CONFLICT OF INTEREST STATEMENT

Department of Veterans Affairs
INSTRUCTIONS:  Complete this Statement to the best of your knowledge.  Answering any question in the affirmative does not itself prevent you from conducting VA research or receiving VA funding.  You will, however, need to provide additional information so that a determination can be made of how to best manage any conflict of interest that may be identified.

IMPORTANT DEFINITIONS:
AFFECT THE FINANCIAL INTEREST – Means the possibility to impact, either positively or negatively, the value or amount of financial interest to any degree whatsoever.

CLOSE RELATIVE – An individual who is related as father, mother, son, daughter, brother, sister, uncle, aunt, first cousin, nephew, niece, father-in-law, mother-in-law, son-in-law, daughter-in-law, brother-in-law, sister-in-law, stepfather, stepmother, stepson, stepdaughter, stepbrother, stepsister, half-brother, or half-sister.

DEPENDENT CHILD – A son, daughter, stepson, or stepdaughter and who either is (i) unmarried, under age 21, and living in your house, or (ii) considered dependent under the U.S. tax code.
ENTITY - Any person, for-profit or non-profit organization, institution (including a university), corporation, partnership, or governmental agency (other than a Federal agency).

OUTSIDE EMPLOYER – An entity with which you serve as officer, director, trustee, general partner, or employee.
Name (Last, First, Middle) 
 
     
Duty Station

     
Telephone and VA email

     
Name of Study  

     
Name of PI at Your Facility

     
Sponsor of Study

     
Funding Source

     
THIS IS A COOPERATIVE STUDIES PROGRAM STUDY
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO

You MUST check at least one of the following Boxes:
 FORMCHECKBOX 

I DO NOT HAVE AN APPOINTMENT WITH THE UNIVERSITY AFFILIATE
 FORMCHECKBOX 

I HAVE A SALARIED APPOINTMENT WITH THE UNIVERSITY AFFILIATE
 FORMCHECKBOX 

I HAVE A NON-SALARIED APPOINTMENT WITH THE UNIVERSITY AFFILIATE
Role (check one)      FORMCHECKBOX 
  Principal        FORMCHECKBOX 
  Co-Principal      FORMCHECKBOX 
  Investigator     FORMCHECKBOX 
 Study Chair*    FORMCHECKBOX 
 Site PI* 
                                      Investigator             Investigator


          * Cooperative Studies Program only

      (Each person with any of these roles must submit a separate COI Form if they are based at the 
Ann Arbor, Battle Creek or Saginaw VAMC.)

	
SECTION I

OGE Form 450 Alternative-VA November 2013
	
	

	1.  INCOME AND COMPENSATION.  Do you, your spouse, dependent
child or general partner receive income or other compensation (including non-Federal salary, consulting fees, honoraria, gifts, and in-kind compensation) from an entity (including the university affiliate) whose financial interests could be affected by this study?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	2.  BUSINESS RELATIONSHIPS.

A.  Current Relationships:  Are you, your spouse, dependent child, general partner or parent serving, or seeking to serve, as officer, director, trustee, general partner, agent, attorney, consultant, contractor or employee (paid or unpaid) with any entity (other than the Federal Government, but including the university affiliate) whose financial interest could be affected by this study?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	B.  Covered Relationships:  Could this study affect the financial interest of

you, your spouse, close relative, household member or general partner?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	C.  Relationships in the Past Year:  Have you, within the last year, served
as an officer, director, trustee, general partner, agent, attorney, consultant, contractor or employee for any entity whose financial interest could be affected by this study?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	D.  Business Arrangement or Agreements: Are you seeking, negotiating for, or do you have, any business arrangement or agreement, such as a future employment agreement, re-employment rights, consultant
agreement, pending severance arrangement or retirement plan, with any
entity whose financial interest could be affected by this study?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	3.  INTELLECTUAL PROPERTY. With respect to intellectual property

that could be affected by this study, are you, your spouse, dependent child, general partner, or outside employer:

(i)
listed as the inventor on an invention disclosure or a patent application;

(ii)  the owner of any intellectual property;

(iii)  the holder of a license of a patent, copyright, software or other intellectual property;

(iv) entitled to earn royalties now or in the future;
(v)  the author of written materials that are, or are going to be, commercialized;
(vi) otherwise earning compensation from, or have a financial interest in, intellectual property (not covered elsewhere in this form); OR
(vii) holding any other financial relationship not covered elsewhere in this form?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	4.  NON-PUBLICLY TRADED COMPANIES.  Do you, your spouse,
dependent child, or general partner have any stock, stock options, or other equity interest in a non-publicly traded company whose financial interest could be affected by this study?
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	5.  SPECIFIC TYPES OF FINANCIAL INTERESTS.
A. Publicly-Traded Companies: Do you, your spouse, or dependent child (in the aggregate) own or have an equity interest (stock ownership, stock options, etc.) valued at more than $15,000 in a publicly-traded company or companies (aggregate value of all stocks in all such companies)

whose financial interest could be affected by this study?  Note: This does not include stock controlled through a diversified mutual fund or a blind trust.
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 


	B.  Sector Mutual Funds:  Do you, your spouse, or dependent child (in

the aggregate) have equity holdings valued at more than $50,000 in any sector mutual fund (or funds that concentrate in the same sector) whose holdings could be affected by this study? Note: A sector mutual fund concentrates its investments in an industry, business, single country other than the United States, or bonds of a single State within the United States.
	Yes  FORMCHECKBOX 

	No   FORMCHECKBOX 



[image: image1.png]



●  If you answered “yes” to any of the statements in Section I, you must fill out Section II.
●  If you answered “no” to all statements in Section I, skip Section II, and proceed to Section III.

	SECTION II: SUPPLEMENTAL INFORMATION

OGE Form 450 Alternative-VA November 2013


Please attach additional pages, if you need more space to fully respond. 

	1. INCOME AND COMPENSATION.  If you answered yes in paragraph 1 of Section I, explain the source, value and reason for the income or other compensation.  

     


	2. BUSINESS RELATIONSHIPS
A.  Current or Future Relationships. If you answered yes in paragraph 2.A. of Section I, provide: (i) relationship to you of person serving or seeking to serve, (ii) the name of the entity in which the person serves/seeks to serve, (iii) the type of business, and (iv) how the entity’s financial interest could be affected by this study.

     
B.  Covered Relationships.  If you answered yes in paragraph 2.B. of Section I, identify: (i) the relationship between you and the person whose financial interest could be affected by this study, (ii) how this person’s financial interest could be affected by this study.

     
C.  Relationships in Past Year.  If you answered yes in paragraph 2.C. of Section I, provide: (i) name of the outside business, (ii) the type of business; (iii) your position with the outside business, and (iv) the date your relationship with the business ended.
     
D.  Business Arrangement or Agreements. If you answered yes in paragraph 2.D. of Section
I, provide: (i) name of entity with whom you are seeking, negotiating, or have an arrangement, (ii) type of business conducted by entity, (iii) brief description of the arrangement or
agreement you are seeking, negotiating, or have with the entity, and (iv) description of the entity’s relation to this study.

     


	3.  INTELLECTUAL PROPERTY.  If you answered yes in paragraph 3 in Section I, identify: (i) what you, your spouse, dependent child, general partner, or outside employer has, and (ii) how it could be affected by this study.

     


	4.  NON-PUBLICLY TRADED COMPANIES.  If you answered yes in paragraph 4 of Section I, provide additional information below.

Name of Company:       
Type of Equity Interest:       
Describe the nature of the company and how its financial interest could be affected by this study.

     


	5. SPECIFIC TYPES OF FINANCIAL INTERESTS

A.  Publicly Traded Companies.  If you answered yes in paragraph 5.A. of Section I, provide additional information below for each affected company
Name of Company:       
Type of Equity Interest:       
Value of Equity Interest:       
Describe the company’s business and how it is related to your area of research.  

     
Name of Company:       
Type of Equity Interest:       
Value of Equity Interest:       
Describe the company’s business and how it is related to your area of research.  

     


	B.  Sector Mutual Funds.  If you answered yes in paragraph 5.B. of Section I, identify the names of the relevant fund(s).

     



	SECTION III

OGE Form 450 Alternative-VA November 2013


All Investigators must read, initial, and sign the acknowledgement below. Submit completed Statement to the facility research Financial Conflict of Interest Administrator or Committee designated by the facility’s Director as responsible for the facility’s research conflict of interest program: a) in sealed envelope, b) as attachment to encrypted message, or c) by uploading to FCOI Committee/Administrator secure website, if applicable.
	Acknowledgement

By signing below, I certify that, to the best of my knowledge and belief, all of the information on this Statement is true, correct, and complete as of the date of my signature below, and I authorize the reviewer of this Statement to share the information contained herein with the appropriate Research and Development Committee and sub-committees on a need-to-know basis.
_______
I understand that false or fraudulent information on this Statement may be
(Initial)
grounds for not approving the research proposal and may be punishable by fine or imprisonment (U.S. Code, Title 18, section 1001).
_______
I understand that false or fraudulent information on this Statement may be
(initial)
R&D Committee or appropriate sub-committee with respect to any new financial interest(s) that requires me to change an answer in Section I of this Statement to “yes” or that changes the reason for a “yes” answer.
________
I understand that false or fraudulent information on this Statement may be
(initial)
subject to the criminal conflict of interest statutes at Title 18 of the United States Code, Chapter 11, and the Executive Branch Standards of Conduct at Title 5 of the Code of Federal Regulations, Part 2635. Violation of these provisions may be sanctioned by civil and criminal penalties, as well as employment-related discipline such as removal or suspension.

(Signature )
                        




(Date Signed)


	For Use by Reviewing Official Only
On the basis of information contained in this report, I conclude that the filer is in compliance with applicable laws and regulations, except as noted in the “comments” box below.
             Signature and Title of Reviewing Official
             Date (mm/dd/yy)
              Email

      Telephone

□
I am the Facility Financial Conflict of Interest Administrator or Committee member authorized to certify Statements

□
I am an OGC Deputy Ethics Official
Comments:      


	PRIVACY ACT STATEMENT

	Title I of the Ethics in Government Act of 1978 (5 U.S.C. App.), Executive Order 12674, and 5 CFR 2634, Subpart I, of the Office of Government Ethics regulations require the reporting of this information.  The primary use of the information on this form is for review by the VHA R&D Committee or appropriate sub-committee, and when necessary the VA Office of General Counsel, to determine compliance with applicable Federal conflict of interest laws and regulations and the impact of any real or perceived financial conflicts of interest on VA research.  Additional disclosures of information in this report may be made:

(1)  to other VA research review committees and VA officials responsible for the approval or funding of research protocols;

(2)  if there is an indication of a violation or potential violation of law, whether civil, criminal or regulatory in nature and whether arising by general statue or particular program statue, or by regulation, rule or order issued pursuant thereto, to the appropriate Federal, State or local agency charged with the responsibility of investigating or
prosecuting such violation or charged with enforcing or implementing the statute or rule, regulation or order issued pursuant thereto;
(3)  to qualified reviewers for their opinion and evaluation of a proposal as part of the application review management inspections; and
(4)  to the Department of Justice (DOJ) upon official request in order for VA to respond to pleadings, interrogatories, orders or inquiries from DOJ and to supply to DOJ the information to enable DOJ to represent the U.S. Government in any phase of litigation or in any case or controversy involving VA.

Failure to file or report information or the falsification of required information may subject you to disciplinary action by the VA or other appropriate authority. This may include limitation on or revocation of the privilege to conduct VA-approved research. It may also be subject to criminal prosecution.



CHECKLIST FOR APPLYING FOR PROJECT APPROVAL

To avoid delays in the review of your proposal, please submit:

 FORMCHECKBOX 
 Abstract  (Less than 500 words, organized under these headings: Objectives, Research Plan, Methods, and if a basic science study, Clinical Relevance) - Submit paper copy and text version by e-mail to Catherine.kaczmarek@va.gov.

 FORMCHECKBOX 
 Detailed Budget  

 FORMCHECKBOX 
 Assessment of Clinical Impact Form (If any sections are “Yes” you must submit a letter of support from the Service Chief.)
 FORMCHECKBOX 
 Research Safety (Submit the one-page Research Safety Hazard Assessment Survey Form or the Research Safety Application whichever is appropriate for this study.)

 FORMCHECKBOX 
 Conflict of Interest Form (for all VAAAHS PI and CO-I)     

 FORMCHECKBOX 
 Human Studies application (if applicable) 
 FORMCHECKBOX 
 Animal Studies application (if applicable) 
 FORMCHECKBOX 
 Study Protocol (Rationale, Research Problems or Question, Specific Aims/Objectives, Background Information, Preliminary Data by Investigator (when applicable), General Methods, Experimental Plan, Data Analysis/Interpretation) 

 FORMCHECKBOX 
 “Page 18” (if you are a new investigator at the Ann Arbor, Battle Creek or Saginaw VAMC
 FORMCHECKBOX 
  Data Management and Access Plan (DMAP)  NEW REQUIREMENT FOR ALL STUDIES
 FORMCHECKBOX 
  OBTAIN ALL REQUIRED SIGNATURES

Deadlines for submission:

Please consult the submission calendar found at http://www.annarbor.research.va.gov/ANNARBORRESEARCH/index.asp
Submit your completed application (with all required signatures) by the deadline.
All forms are located at

http://www.annarbor.research.va.gov/ANNARBORRESEARCH/forms.asp
DEPARTMENT OF VETERANS AFFAIRS
“Page 18” - Research and Development Information System 
New Investigator (Complete form)      
506 Ann Arbor, MI

(See next page for codes)
 1.  Name:  (Last) 
(First)
(MI)
(Degree)
2.  CID (eRA)*
                
     
     
     
     



 3a.  VA Title:                    3.b.  VA Start Date:                3c.  Birth Date:             
* eRA Commons ID
 4.  University Appointment:


a.  Academic Rank

     
     

      (Enter Code From Table 5a)

Code     If Code = 99, Enter Academic Rank (If Code #00, Skip to Item 5)


b.  University Administrative Title
     
     

      (Enter Code From Table 5b)

Code   If Code = 99, Enter University Administrative Title


c.  University Department

     



(Enter Name)


d.  University Section/Division 

     



(If applicable, enter Name)


e.  University

     



(Enter Name)
 5.  Degrees:
 FORMCHECKBOX 
 MD
 FORMCHECKBOX 
 Ph.D.
 FORMCHECKBOX 
 DDS/DMD
 FORMCHECKBOX 
 DVM
 FORMCHECKBOX 
 SCD

(Check HIGHEST degrees Only)
 FORMCHECKBOX 
 PharmD
 FORMCHECKBOX 
 Ed.D.
 FORMCHECKBOX 
 MPH
 FORMCHECKBOX 
MA/MS
 FORMCHECKBOX 
 MN


 FORMCHECKBOX 
 MSW
 FORMCHECKBOX 
 BSN
 FORMCHECKBOX 
 RN
 FORMCHECKBOX 
OTHER

6.  Diplomate Status, Board Certified
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable

 (See Instructions, item 6)
 7.  Specialty:
     
     

(Enter Code From Table 7)
Code
If Code = 99, Enter Specialty

 8.  Subspecialty:
     
     

(Enter Code From Table 8)
Code
If Code = 99, Enter Subspecialty

 9.  VA Employment:
 FORMCHECKBOX 
 Full-Time

(Check One)
 FORMCHECKBOX 
 Part-Time;
      Hrs./Week (If Part-Time, enter hrs/wk)


 FORMCHECKBOX 
 Consultant
 FORMCHECKBOX 
 Contract
 FORMCHECKBOX 
 WOC

10.  Salary Source:
 FORMCHECKBOX 
 VA Funds Other Than R&D

 FORMCHECKBOX 
 Rehab R&D (Program 822)


 FORMCHECKBOX 
 Medical Research (Program 821)
 FORMCHECKBOX 
 Not Salaried by VA


 FORMCHECKBOX 
 HSR&D (Program 821)

11.  Hospital Service:


     
     




Code
If Code = 99, Enter Hospital Service

12.  Primary Research Interest:


     
     



Code
If Code = 99, Enter Primary Research Interest (Do not use Code 00)
13.  Secondary Research Interest:


     
     



Code
If Code = 99, Enter Secondary Research Interest
14.  Research Involves:     FORMCHECKBOX 
 Human Immunodeficiency Virus       FORMCHECKBOX 
 Any Other Retrovirus       FORMCHECKBOX 
 Recombinant DNA

15.  Mailing Address:      
16.  Email Address:      
____________________________________________________________________________________________________________
Investigator's Signature
Date

VA FORM 10-5368

(June. 2009)

Part I-Page 18

INVESTIGATOR CODES FOR PAGE 18
Table 5a - Academic Rank - The default Academic Rank for each Series is shown.  If actual rank is different, or code is 06, enter name.

01 = Instructor Series
03 = Assistant Professor Series
05 = Professor Series
00 = None

02 = Lecturer Series
04 = Associate Professor Series
06 = Resident/Fellow/Trainee/Other

Table 5b - University Administrative Title: The default University Administrative Title for each Series is shown.  If actual title is different, or code is 99, enter name.

01 = Department Chair Series
02 = Division Chief Series
03 = Dean Series


99 = Other (Specify)
00 = None

6.  DIPLOMATE STATUS, BOARD CERTIFIED: Physicians, Dentists, Psychologists - Check YES or NO

Table 7 - Specialty - Select Board or area of training or expertise.  If 99 is selected, enter name in space provided.

01 = Allergy & Immunology
70 = Emergency Medicine
34 = Nursing
51 = Physiology

66 = Anatomic Pathology
16 = Endodontics
35 = Obstetrics/Gynecology
52 = Plastic Surgery

67 = Anatomic & Clinical Pathology
17 = Engineering
71 = Occupational Medicine
53 = Preventive Medicine



02 = Anatomy
18 = Epidemiology
36 = Oncology
54 = Public Health

03 = Anesthesiology
19 = Family Practice
37 = Operations Research
55 = Prosthodontics

04 = Anthropology
20 = General Practice
38 = Ophthalmology
56 = Psychiatry

05 = Audiology
21 = Genetics
39 = Optometry
57 = Psychology



06 = Biochemistry
22 = Geriatrics
40 = Oral Pathology
73 = Radiation Oncology

07 = Bioengineering
23 = Health Care Administration
41 = Oral Surgery
58 = Radiology

08 = Biology
24 = Health Economics
42 = Orthopedic Surgery
59 = Rehabilitative Medicine

09 = Biophysics
25 = Histology
43 = Osteopathy
60 = Social Work

10 = Biostatistics
26 = Immunology
44 = otolaryngology
61 = Sociology

11 = Chemistry
27 = Internal Medicine
45 = Pathology
62 = Speech Pathology

68 = Clinical Pathology
28 = Mathematics
46 = Pediatrics
63 = Surgery (General)

12 = Colon & Rectal Surgery
29 = Medical Illustration
47 = Periodontics
64 = Thoracic Surgery

13 = Dentistry (General)
30 = Microbiology
48 = Pharmacology
99 = Other (Specify)

14 = Dermatology
31 = Neurological Surgery
49 = Pharmacy


69 = Diagnostic Radiology
32 = Neurology
72 = Physical Medicine & Rehabilitation

15 = Dietetics
33 = Nuclear Medicine
50 = Physics

Table 8 – Subspecialty – Physicians – Enter code for ONE Board or area of training, or 00 (Not applicable).  If 99 is selected, enter name.  Non-physicians – enter 00.

29 = Addiction Psychiatry
08 = Endocrinology
39 = Medical Microbiology
23 = Physiological Psychology

01 = Administrative Medicine
09 = Experimental Psychology 
40 = Medical Oncology
24 = Public Health

03 = Allergy
10 = Forensic Pathology
41 = Medical Toxicology
25 = Pulmonary Disease

30 = Cardiac Electrophysiology
35 = Forensic Psychiatry
16 = Metabolism
26 = Rheumatology

04 = Cardiovascular Disease
11 = Gastroenterology
17 = Nephrology
44 = Sports Medicine

05 = Child Psychiatry
12 = General Preventive Medicine
18 = Neuropathology
27 = Therapeutic Medicine

31 = Clinical & Laboratory Immunology
36 = Geriatric Medicine
19 = Neuropsychology
28 = Therapeutic Radiology

32 = Clinical Neurophysiology
37 = Geriatric Psychiatry
20 = Occupational Medicine
45 = Vascular Surgery

06 = Clinical Psychology
38 = Hand Surgery

42 = Nuclear Radiology
99 = Other (Specify)

33 = Clinical Care Medicine
13 = Hematology

43 = Pain Management
00 = Not Applicable

34 = Dermatopathology
14 = Immunology

21 = Pediatric Allergy


07 = Diagnostic Radiology
15 = Infectious Disease
22 = Pediatric Cardiology


Table 11 – Hospital Service: Select code for the hospital service with which the investigator is identified and/or from which salary is paid.  If salaried from VA research funds, enter code 09, 13, or 27.
01 = Administration
36 = Extended Care  
17 = Nursing
25 = Radiology

02 = Ambulatory Care
09 = HSR&D
38 = Ophthalmology
26 = Rehabilitation Medicine

34 =  Anesthesiology
37 = Geriatrics
39 = Otolaryngology
27 = Rehabilitation R&D

03 = Audiology & Speech Pathology
10 = GRECC
18 = Outpatient Clinic
28 = Recreation

04 = Chaplain
11 = Intermediate Care
19 = Pathology
30 = Social Work

05 = Dental
12 = Laboratory
20 = Pharmacy
31 = Spinal Cord Injury

35 = Dermatology
13 = Medical Research
21 = Prosthetics
32 = Surgery

06 = Dietetics
14 = Medical
22 = Psychiatry
40 = Urology

07 = Domiciliary
15 = Neurology
23 = Psychology
33 = Voluntary

08 = Education
16 = Nuclear Medicine
24 = Pulmonary Disease
99 = Other (Specify)

Table 13 & 14 – Primary and Secondary Research Interests:  Select codes that best define general areas of primary and secondary interests.  Do NOT use 00 for primary research interest.

01 = Aging
11 = Drug Dependence
52 = Neuropsychology
29 = Radiology

02 = Alcoholism
45 = Emergency Medicine
21 = Nuclear Medicine & Radiation
61 = Rehabilitation

38 = Ambulatory Care
12 = Endocrinology & Metabolism
22 = Nutrition
30 = Rehabilitative Medicine

03 = Anesthesiology
46 = Epidemiology
23 = Nursing
31 = Respiration & Pulmonary Disease

04 = Audiology & Speech Pathology
13 = Gastroenterology
24 = Oral Biology
32 = Rheumatology

05 = Basic Sciences
47 = Geriatrics
25 = Oncology
33 = Social Work

06 = Behavioral Sciences
48 = Health Care
53 = Ophthalmology
62 = Spinal Cord Injuries

07 = Biochemistry
49 = Health Economics
26 = Orthopedic Surgery
34 = Surgery

39 = Bioengineering
50 = Health Services
27 = Pathology
63 = Urology

40 = Biomechanics
14 = Hematology
54 = Pharmacology
64 = Vascular Surgery

08 = Cardiovascular Disorders
15 = Immunology
55 = Pharmacy
35 = Veterinary Medicine

41 = Clinical Epidemiology
16 = Infectious Diseases
28 = Podiatry
36 = Virology

09 = Clinical Pharmacology
51 = Medical Education
56 = Post Traumatic Stress Disorder
37 = Vision

42 = Computer Science
17 = Mental Health
57 = Preventive Medicine
99 = Other (Specify)

43 = Critical Care
18 = Molecular Biology
58 = Prostatic Disease
00 = None

44 = Dental Implants
19 = Nephrology
59 = Prosthetics


10 = Dermatology

             20 = Neurology & Neurobiology
    60 = Psychiatry





Research and Development Committee

1.  Functions of the R&D Committee


All proposed research studies performed at the VAMC must undergo review by the R&D Committee.  This includes proposals submitted for funding by the VA (Merit Reviews and Career Development) by non VA agencies (NIH, American Heart Association, etc.) or by industry funds (e.g., pharmaceutical companies) and proposals not requiring external funding of any kind.

2.  R&D Committee Review


The R&D Committee reviews proposals to ensure that they 1) exceed the minimum scientific standards for a study, and 2) do not impact adversely on the clinical or research facilities and personnel of the medical center.


The Committee’s goal is to facilitate the conduct of high-quality research by investigators.  To that end, the Committee seeks to review the scientific, administrative and budgetary aspects of all proposals and provide whatever feedback (scientific, administrative, budgetary and editorial) is feasible in the time allotted.


It is the consensus of the R&D Committee that the rigor with which it reviews a given proposal should depend on whether external funding is sought.  For proposals seeking external funding, the Committee will seek to provide only a first-layer screening.  Obviously, we hope that any constructive criticism provided can be incorporated by the investigator into a final proposal that will be more competitive for the funding sought.  However, we recognize that a scientific review generally more expert than that available within our committee will be forthcoming from the funding agency.  On the other hand, a more rigorous review will generally be provided for proposals not seeking funding, as the committee’s review will often be the only one available to the investigator.  Proposals that, in the opinion of the R&D Committee, have serious flaws in their justification, conception, design, or methods of analysis, or that are unreasonable to perform at this medical center, will be disapproved.
3.  Timing of Submission of Proposals

Each type of proposal within the VA Research Service has its own submission deadline.  The appropriate deadline for each investigator should be verified with the local research office by calling extension 55602.    The R&D Committee meets on the first Wednesday of each month unless circumstances arise to necessitate a change in schedule.  Call the Research Office to verify the next meeting date (extension 55602).  In order to review any application at its next meeting, the Research Office must receive it at least ten working days in advance.  Exceptions must be granted by the Chairman.  This is a minimum requirement that will be enforced.

Remember that for any application to be complete, it must be accompanied by a budget as well as the relevant applications for approval from the Subcommittees on Human Studies or Animal Studies, as appropriate.  It is the responsibility of the investigator to meet the deadlines enforced by each of these subcommittees in addition to that of the R&D Committee.  As no proposal can be submitted for VA funding without the approval of the R&D Committee and any relevant subcommittees, it is obviously preferable that proposals be submitted with sufficient lead time so they can be reviewed at the R&D Committee meeting at least one month (preferably two) prior to the deadline for submission in Central Office.  This planning will permit the revision of incomplete or disapproved proposals. As well as the incorporation of suggestions for R&D Committee review into the final application.  As the competition for funding of both VA and non VA proposals intensifies, the advantage to the investigator of early submissions, which allow him/her to benefit from this local review, increases.

4.  Elements of Proposals Submitted for Committee Review

Although the basic elements of any scientific proposals should be familiar to all investigators, the R&D Committee receives a surprising number of proposals that either do not conform to standard format or lack some of the components generally considered essential.  It is imperative that proposals submitted to the R&D Committee be in appropriate format before it can be considered for review.  This is both to expedite the review process on our part, as well as ensure that those elements, which will be deemed essential by any external review committee, are present.   The R&D Committee will therefore not accept for review any proposal that does not contain the appropriate necessary elements outlined below.  These elements should be explicit, clear and prominently displayed as major organizational headings of the proposal.  While the particular format may vary somewhat depending on the type of submission of the funding agency, the basic elements to be included are as follows:

· Abstract (500 words or less (on a separate sheet and on IBM formatted disk) under the following headings:  Objectives, Research Plan, Methods, and if a basic science study, Clinical Relevance.

· Budget

· Rationale

· Research Problems or Question

· Specific Aims or Objectives

· Background Information (Literature review, including significance of proposed research)

· Preliminary data by Investigator (when applicable)

· General Methods

· Experimental Plan

· Data analysis/interpretation


Proposals which do not seek external funding (and hence will receive no further review beyond that to the R&D Committee) will only be reviewed by this committee if a full proposal is submitted that contains all of the elements listed above.


Under certain circumstances (with the approval of the ACOS for Research), proposals seeking external funding will be considered for R&D Committee review in an abbreviated form.  In such cases, the detailed background information and preliminary data may be deleted, but all other elements must be included.

· At the time of submission for VA R&D and VA IRB review at the Ann Arbor VAMC, the principal investigator of a new research project application at the Battle Creek VAMC must submit a signed and dated letter (or individual letters) indicating the following persons authorize the submission of this new project application to the R&D Committee and Human Subjects Research Committee (VA IRB) at the VA Ann Arbor Healthcare System. [R&D Coordinator, COS, MC Director] (see page 2)

· At the time of submission for VA R&D and VA IRB review at the Ann Arbor VAMC, the principal investigator of a new research project application at the Saginaw VAMC must submit a signed and dated letter (or individual letters) indicating the following persons authorize the submission of this new project application to the R&D Committee and Human Subjects Research Committee (VA IRB) at the VA Ann Arbor Healthcare System. [R&D Coordinator, COS, MC Director] (see page 2)

RECORDS MANAGEMENT FOR VHA RESEARCH AND DEVELOPMENT PERSONNEL

http://www.archives.gov/records-mgmt/
1. VHA DIRECTIVE 6300 (9/22/2011) establishes the authority and policy for a formalized VHA records management program and defines the roles and responsibilities for all VHA personnel in response to Department of Veterans Affairs (VA) policy and mandates of the National Archives and Records Administration (NARA).  This Directive defines the policy for carrying out the records management program, assignments of duties, and the establishment of records managers and records liaisons within all VHA facilities. 
2. WHAT IS RECORDS MANAGEMENT?

From the Federal perspective, it is the planning, controlling, directing, organizing, training, promoting, and other managerial activities involved in records creation, maintenance and use, and disposition in order to achieve adequate and proper documentation of the policies and transactions of the Federal Government and effective and economical management of agency operations (44 U.S.C. 2901). 
     Records management addresses the life cycle of records, i.e., the period of time that records are in the custody of Federal agencies. The life cycle usually consists of three stages: a) Creation or receipt, b) Maintenance and use, c) Disposition 

3. YOU ARE PERSONALLY GENERATING FEDERAL RECORDS BY PERFORMING VA RESEARCH!
All VHA facility personnel are responsible for: 
(1) Understanding what constitutes a Federal record and applying VA, VHA, and NARA regulations and guidance to all Federal records with which they come in contact. 

(2) Ensuring Federal records in their custody are maintained and disposed of in accordance with VHA RCS 10-1 or the GRS.

(3) Facility personnel are responsible for making and keeping records of their work. Federal employees have three basic obligations regarding Federal records:

a. Create records needed to do the business of their agency, record decisions and actions taken, and document activities for which they are responsible 

b. Take care of records so that information can be found when needed. This means setting up good directories and files, and filing materials (in whatever format) regularly and carefully in a manner that allows them to be safely stored and efficiently retrieved when necessary 

c. Carry out the disposition of records under their control in accordance with agency records schedules and Federal regulations
4. YOUR LOCAL R&D FACILTY RECORDS MANAGER LIAISON IS:  Terry Robinson
The Records Liaison is responsible for:

(1) Creating a records inventory for records within their department.

(2) Modifying any business processes within their department that impact the ability to meet NARA, VA, or VHA policy requirements related to records management.

(3) Ensuring personnel in their Department are trained in their responsibilities to create, maintain, store, and dispose of Federal records in accordance with VA, VHA, and NARA regulations and guidance.

(4) Ensuring records stored within their Department are stored in accordance with NARA requirements for a Federal storage facility.

(5) Ensuring that all records in their Department are maintained and destroyed in accordance with VHA RCS 10-1 and the GRS.
5. RESEARCH RECORD RETENTION 

(1). According to VHA Handbook 1200.05 (Sect 26, item h), all research records, including the investigator’s research records and the IRB records, must be retained until disposition instructions are approved by the National Archives and Records Administration and are published in VHA's Records Control Schedule (RCS 10-1).

a. (1) All records must be accessible for inspection and copying by authorized representatives of VA, OHRP, FDA, and other authorized entities at reasonable times and in a reasonable manner in accordance with 38 CFR 16.115(b).

b. (2) Records are the property and the responsibility of the local research office. The local VA facility must designate where the records will be maintained or stored.

(2) Current VA ORO/ORD Guidance on Informed Consent Form Modifications Addressing VA Record Retention Requirements (July 23, 2009) 

   “Until a schedule for local research records is published, ALL records including identifiers must be retained. Consent forms and HIPAA authorization forms should not include a timeframe for destruction. If there is language in the informed consent form or HIPAA authorization form about destruction of identifiers or research records, it must only say ‘in accordance with the record control schedule’.”
NO DOUBLE-SIDED COPIES!�DO NOT STAPLE!





I understand that I must not commence work on this project until the application has been reviewed and approved by all applicable research subcommittees and given final approval by the R&D Committee.





______________________________________________________


Principal Investigator Signature/Date








 _________________________________________ 


			Supervisor Name





Supervisor Signature/Date: ________________________________________________________________








By signing, the supervisor is aware of the project, the resources to be utilized, and approves the proposed use of VA time and resources in support of the project.  





Please check all items that apply �to the  human�protocol





� EMBED Visio.Drawing.11  ���





At the time of submission for VA R&D and VA IRB review at the Ann Arbor VAMC, the R&D Committee highly recommends that the principal investigator of a new research project application should consult with the Information Security Officer, Mark Latendresse at x55351 and the Privacy Officer, Sandra Kidd at x55314 PRIOR to submission.  
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ROAD MAP FOR SUBMISSION, REVIEWS AND FINAL APPROVAL OF  HUMAN RESEARCH APPLICATIONS FOR  ANN ARBOR, BATTLE CREEK & SAGINAW VAMCs



Principal Investigator submits printed & signed R&D and IRB Applications  16 days before the R&D meeting.


R&D Committee: 1st review on 1st Wednesday of the month.


VA IRB Committee: 1st review on 2nd Thursday of the month.


VA ISO pre-review


VA PO pre-review


VA IRB Chair:  Final Review 


VA PO final-review


VA ISO final-review


R&D Committee: 2nd review on 1st Wednesday of the month.


VA Information Officer & VA Privacy Officer Final Reviews submitted to R&D


R&D Coordinator Transmits R&D Final Approval Letter and ACOS Approval Letter


IRB Coordinator Transmits IRB Final Approval Letter


Principal Investigator can start research study Now !!!



