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	Current VA Investigator Name
(only a current, approved VA Investigator may submit this application
->
Phone Number:

->
	E-mail Address:
->
Mailing Address:

->

	Study Title:
->
	Study No. (4-digit)

->

	Current VA Investigator Signature: ->

	New VA Investigator Name:

->
Phone Number:

->
	E-mail Address:

->
Mailing Address:

->

	New VA Investigator Signature: ->

	New Study Coordinator Name
->


	E-mail Address:
->

Phone Number:

->

	

	

	Reason for Transfer:
->
	Date Submitted:

->


***If this study will be transferred to a new investigator at the Ann Arbor VA, Battle Creek VA or Saginaw VA, 
the new investigator must also submit a new R&D Application with the IRB transfer request forms.***

     The R&D Application is available at this web-site:  http://www.annarbor.research.va.gov/
VA ANN ARBOR HEALTHCARE SYSTEM HUMAN RESEARCH STUDY TRANSER
RESEARCH COMPLIANCE AGREEMENT
  
RESEARCH COMPLIANCE MONITORING OF VA HUMAN STUDIES RESEARCH


The VA Office of Research Oversight (ORO) mandates that all approved human studies must have a consent form audit every year and a full regulatory audit every three years.  The VA RCO may contact you within 4 months after R&D approval for your first audit. A full regulatory audit must also be conducted during the year that a study is closed (if the study has not been audited within the past three years).  

In order to prepare for the regulatory audit, you will need to have a regulatory binder for this study which is kept up to date and meets each of the regulatory requirements.   A complete set of instructions is available at this web-link
http://www.annarbor.research.va.gov/Research_Compliance.asp

These audits are an absolute requirement from VA Central Office.  Failure to complete these audits could jeopardize our entire human subjects research program.  Investigators who fail to comply with research audit requirements could face termination of human research studies. 

PRINCIPAL INVESTIGATOR STATEMENT OF AGREEMENT 
1.  I understand that the VA Office of Research Oversight (ORO) requires consent form audits every year and full regulatory audits every three years.  My responsibilities as principal investigator include assuring that informed consent is appropriately obtained and I will maintain a complete and up to date regulatory binder. 
2.  I understand that if I decide to leave the VA, I must notify VA R&D Office to determine the current accepted procedures for proper termination of an active human studies research study.

I will ask the VA Research Compliance Officer (VA RCO) to complete a full regulatory audit of the Research Study Binder. This audit determine if I am inheriting any problems that may expose research subjects to substantive harm (or a genuine risk of substantive harm), or substantively compromises the effectiveness of the facility’s HRPP or Human Research Oversight Program.

__________________________________________


_____________
Signature of new VA Principal Investigator



    Date

NEW PRINCIPAL INVESTIGATOR ENDORSEMENT AGREEMENT
I agree to take over as Principal Investigator of this human subjects research study. 

I have discussed the study with the previous PI, and I agree to perform all the functions as PI that were performed by the previous PI.  
I also agree to adhere to all IRB requirements, including submitting requests for annual continuing reviews, amendments as appropriate, and reports of adverse events.  
Attached is my Scope of Practice for the study, conflict of interest statement, and documentation of all required training.
***If you are a New Principal Investigator to the VA Ann Arbor Healthcare System, please include a copy of your most recent CV for review by the R&D Committee.  Thank you!***
__________________________________________


_____________
Signature of new VA Principal Investigator



    Date

20. Description of the resources necessary to protect participants.  [AAHRPP II.3.A]
      Please explain how you will comply with these requirements.
a) Adequate time for the researchers to conduct and complete the research.
->As the new PI, I agree to commit [____] % of my VA-paid time to the study.  
b) Adequate number of qualified staff

->

c) Adequate facilities

->

d) Access to a population that will allow recruitment of the necessary number of participants.

->

e) Availability of facility resources that participants may need as a consequence of the research.

->

22. Please identify the personnel who will work in this research project (including the PI).  This list includes persons working inside the VA (including WOC’s), persons working on VA-paid time
outside the VA, and persons who will access research data containing personal identifying 
information (PII) or patient health information (PHI) [VA or non-VA] collected or stored at the VA.  
(Please notify the IRB when there is a change in research study personnel.)

	Name

(First, Last)
	Role (PI, Co-I, Study Coordinator, etc…
	Scope of Practice Date

	CITI.Org

Training Date
	VA Privacy, Info Sec. & Rules of Behavior Date
	VHA Privacy and HIPAA Training Date
	Bloodborne Pathogen Training

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


All human research study personnel must complete these VA IRB Human Subjects Research Education requirements prior to engaging in research projects at the VAAAHS. If you fail to comply with the VA IRB Human Subjects Education Policy you must cease all work with human subjects in the research setting.

	Scope of Practice Endorsement

VHA R&D Committee Handbook 1200.1 (sect. 9 g(4), dated 3/02/07) requires each VA facility to conduct an annual quality assurance review of research employees involved in human subject research to ensure the employees are working within their scopes of practice and their privileges allowed by the facility’s By-laws and granted to them by the facility.

By signing this form, I certify that the study team members I identified on this form have all received appropriate training, are knowledgeable about the study, have completed and submitted an appropriate "Scope of Practice" form (signed by myself as the New Principal Investigator) and they will all be working within their authorized responsibilities. These documents are stored in my VA research study-specific regulatory binder

Investigator’s Signature

Date


VA IRB: Research Study Binder Policy      

The VA IRB office staff reminds all investigators with human subjects research studies that you must maintain a complete set of records of Scope of Practice Forms and CITI training records for you and all study team members that are listed on your VA IRB Applications and Continued Approval Forms. You must keep these forms in a Study-Specific Research Study Binder. This Study Binder must be saved for at least a year after your study is Terminated.  The VA Research Compliance Officer will be auditing your Study Binder at least once every 3 years and after your research study is Terminated.  You must have these records available at the time of the RCO audit.  Failure to produce copies of these records for any study team member may lead to a RCO report filled with the VA Office of Research Oversight and the VA R&D and IRB Committees. 

Starting in October 2010, the VA IRB office staff will require principal investigators of new studies to demonstrate they possess the Scope of Practice Forms and IRB training records before the final R&D approval letter will be released to the investigator.

VA HUMAN SUBJECTS RESEARCH TRAINING POLICY - 2015

1. All new study team members must complete The Scope of Practice Survey Form

http://www.annarbor.research.va.gov/resappforms.asp
2. Human Subjects Research Education Policy

   a. All new human research study personnel must complete the VA IRB Human Subjects Research Education requirements prior to engaging in research projects at the VAAAHS. 

   b. All continuing Investigators and Study Team Members must retake a VA-approved training course at least once every 3 years. If you fail to comply with the VA IRB Human Subjects Education Policy you must cease all work with human subjects in the research setting.

PRIMARY COURSE CHOICE

  CITI - Good Research Practices for Protection of Human Subjects

In collaboration with CITI, VA ORD is now sponsoring a CITI curriculum group that satisfies the VHA triennial training requirement for both "Good Clinical Practice" and "Ethical Principles of Human Research.  

The VA IRB requires all study team members to complete CITI Training every 3 years.

[VHA Handbook 1200.05 - Sect. 29.a (4)]

1. Web-Link = https://www.citiprogram.org/default.asp
2. Select Your Institution:   Veterans Affairs -> Ann Arbor, MI-506

VA CITI TRAINING ACTION PLAN


   a) The VA IRB Coordinators will send CITI training reminder messages at least once every 2 weeks to all VA human research staff with expired training and training to expire within the next 60 days. Messages sent to research study team members will be copied to their linked principal investigators. The CITI Program website will continue to send reminder e-mails 30 days prior to expiration and in the week that training expires. 
    ->Based on these two processes, all VA research staff will receive a minimum of four notices about upcoming training expiration.

   b) VA human research staff must stop ALL human subjects research on the day their CITI training is expired. The study team member and their principal investigator(s) must send a reply indicating they will comply with the work-stop order.
     ->When the research study team member submits an updated CITI Training Certificate to the VA IRB Coordinators, the work-stop order will be lifted.

c) Principal Investigators must stop ALL human subjects research on all of their projects on the day their CITI training is expired. The VA ACOS and VA IRB Chair will be notified of this AUTOMATIC SUSPENSION OF ALL THE INVESTIGATOR’S RESEARCH STUDIES.
     ->If there are patient safety concerns associated with stopping the research, the PI should submit a request to the VA IRB Chair requesting permission to continue research.
     ->When the PI submits an updated CITI Training Certificate to the VA IRB Coordinators, the VA ACOS and VA IRB Chair will be notified.  The VA IRB Chair may approve resumption of studies or may extend the suspension until the next IRB meeting.


Mandatory Education (everyone must complete)  [VA employees + non-VA employees]


**Combined VA Privacy and Information Security Awareness and Rules of Behavior**


**VHA Privacy and HIPAA Training**


**Infection Control and Bloodborne Pathogens Training**


https://www.tms.va.gov/plateau/user/login.jsp  

[image: image1.png]


           Scope of Practice for Research Personnel
	Name of research PERSONNEL
	Email Address  

	
	

	Primary Supervisor (conducts the employee’s annual evaluation and initiates this form)
	Role in Research

(Investigator, Research Staff, Statistician, Consultant, Etc…)

	
	

	Please indicate type of Employee:

  Study Team Member – VA Employee

  Study Team Member – IPA or WOC Employee



1.  RESEARCH TEAM MEMBERS:  The Scope of Practice is specific to the duties and responsibilities of Research Personnel (Employee or WOC) as an agent of the listed Supervisor.  As such he/she is specifically authorized to conduct research with the responsibilities outlined below.  Only one Research Scope of Practice is required for each Research Staff Member.  When Research personnel are involved in multiple studies, this scope of practice should encompass all of the duties that the individual is authorized to perform.  All Principal Investigators for whom the staff member will be working (who are not the supervisor), should also review the Scope of Practice Statement to ensure that the duties authorized match those that will be performed as part of the research. Local training may be required to perform some of the duties authorized to conduct a study.

2.
PRINCIPAL INVESTIGATORS:    A Scope of Practice must be completed for Principal Investigators to delineate their Research duties outside of the Credentialing and Clinical Privileges granted by the Medical Center.  This includes all duties performed in addition to the PI oversight responsibility.  
3.
PROCEDURES: The supervisor(s) must complete this Scope of Practice granting duties/procedures the personnel may be authorized to perform on a regular and ongoing basis. Please check and complete the applicable Sections I and II.  Section III is required for all Scopes of Practice.  


SECTION I is completed for Human Subject research activities.  


SECTION II is completed for Bench and/or Animal research activities. 

SECTION III requires signatures of the Research Personnel and PI/VA Supervisor and date. If the individual works for more than one PI, that PI should also review this document. 

SECTION IV Documentation of Annual Review will be required annually at the time of Continuation Review.  

SECTION I  HUMAN SUBJECT RESEARCH

	Routine Duties   
	YES
	NO

	1.
Screens patients to determine study eligibility criteria by reviewing patient     medical information or interviewing subjects.

	
	

	2.
Develops recruitment methods to be utilized in the study.                                                                               
	
	

	3.
Performs venipuncture to obtain specific specimens required by study protocol (requires demonstrated and documented competencies).         
	
	

	4.
Initiates submission of regulatory documents to VAAAHS VA IRB, VA R&D committee, sponsor and other regulatory agencies.                         
	
	

	5.
Involved in study medication use, administration, storage, side effects and notification of adverse drug reactions to study site.     
	
	

	6.
Provides education to patient, relatives and Medical Center staff regarding study activities.
	
	

	7.
Maintains complete and accurate data collection in case report forms and source documents.
	
	

	8.
Initiates and/or expedites requests for consultation, special tests or studies following the Investigator’s approval. 
	
	

	9.
Demonstrates proficiency with VISTA/CPRS computer system by scheduling subjects research visits, documenting progress notes, initiating orders, consults, etc.  
	
	

	10.
Accesses patient medical information while maintaining patient confidentiality.                            
	
	

	11.
Is authorized to obtain informed consent from research subject and is knowledgeable to perform the informed consent “process”.                                 
	
	

	12.
Collects and handles various types of human specimens (serum, sputum, urine, tissue, etc.)
	
	

	13.
Process and ship specimens, chemicals, reagents, etc. (Requires Shipping of Hazardous Materials training, U.S. Department of Transportation, available through the Safety Office – Joe Jurasek)
	
	

	14.
Enters data into databases.
	
	

	15.
Initiates intravenous (IV) therapy and administers IV solutions and medications.  
	
	

	Principal Investigator Duties
	YES
	NO

	Serves as the Principal Investigator/Co-Principal Investigator on human subjects Research; thereby, providing oversight of the study and all study staff.
	
	


MISCELLANEOUS DUTIES (if applicable:

The above individual is authorized to perform in the following miscellaneous duties not otherwise specified in this Scope of Practice.

1.

2.

3.

If Section II Bench and/or Animal research is not applicable, skip to the Signature page 

(Section III).

SECTION II  BENCH and/or ANIMAL SUBJECT RESEARCH

	Bench Routine Duties   
	YES
	NO

	1.
Use and store chemicals (e.g., toxic, carcinogenic, flammable, teratogenic)
	
	

	2.
Operate routine laboratory equipment including centrifuges, safety cabinets, exhaust hoods, etc.
	
	

	3.
Use containment equipment (e.g., protective clothing, safety cabinets, etc.)
	
	

	4.
Use biomaterials, microbial or viral agents, pathogens and/or toxins.
	
	

	5.
Use molecular biology techniques (e.g., cloning, etc.) and vectors.
	
	

	6.
Use radioactive materials and/or radiation generating equipment.  (Radiation Safety approval required to order/use radioactive materials.)
	
	

	7.
Collects, records, or analyzes animal/laboratory research data.
	
	

	8.
Process and ship specimens, chemicals, reagents, etc. (Requires Shipping of Hazardous Materials training, U.S. Department of Transportation, available through the Safety Office – Joe Jurasek)
	
	

	Principal Investigator Duties
	YES
	NO

	Serves as the Principal Investigator/Co-Principal Investigator on bench science research; thereby, providing oversight of the study and all study staff.
	
	


	Animal Subject Routine Duties   
	YES
	NO

	1.
Is knowledgeable about the ethical and safe handling of animals and performs procedures involving animals (e.g. tailing, surgery, and/or behavioral interventions).  Requires completion of the CITI Species Specific training.
	
	

	
a. Performs special husbandry and/or practices as required.
	
	

	
b. Performs surgical procedures on small animals.
	
	

	
c. Performs surgical procedures on large animals.
	
	

	
d. Administers euthanasia for animals in approved ACORPs.
	
	

	
e. Obtains blood specimens from animals.
	
	

	
f. Administers parenteral injections (IP-intraperitoneal, SQ-subcutaneous, IM-intramuscular, IV-intravenous) I
	
	

	
g. Administers substances PO (orally).
	
	

	
h. Works with breeding colony protocols
	
	

	2.
Uses safe procedures involving animals and uses  protective equipment appropriately (e.g. gloves, mask, eye protection, protective clothing).
	
	

	3.
Orders laboratory animals.
	
	

	Principal Investigator Duties
	YES
	NO

	Serves as the Principal Investigator/Co-Principal Investigator on animal subject research; thereby, providing oversight of the study and all study staff.
	
	


MISCELLANEOUS DUTIES (if applicable:

The above individual is authorized to perform in the following miscellaneous duties not otherwise specified in this Scope of Practice.

1.

2.

3.

Complete the Signature Page in Section III.

SECTION III  SIGNATURE PAGE  (Submit along with the Section(s) applicable to the individual’s Scope of Practice)
Principal Investigator/Supervisor’s Statement:

The Scope of Practice was reviewed and discussed with the personnel on the date shown below.  After reviewing his/her education, competency, qualifications, peer reviews, and individual skills, I certify that he/she possesses the skills to safely perform the aforementioned duties/procedures. 

Both the personnel and I are familiar with all duties/procedures granted in this Scope of Practice.  We agree to abide by the parameters of this Scope of Practice, all applicable facility policies and regulations.

This Scope of Practice will be reviewed annually and amended as necessary to reflect changes in the individual’s duties/ responsibilities.  A new Scope of Practice will be completed if the employee is assigned a new supervisor.

_______________________________________

_____________________________

Research Personnel





Date

_______________________________________

_____________________________

Supervisor



                                   Date

The original signed Scope of Practice will be maintained in the Research Business Office.  The Supervisor and Research Personnel should maintain a copy of the Scope of Practice in preparation of any change in duties and required annual review.  The PI must keep a copy of all SOPs in each study’s Regulatory Binder. 

__________________________________________________________________________________

OFFICE USE ONLY:

___________________________________


______________________________

ACOS/Research & Development Service


Date

	VA RESEARCH DATA PRIVACY AND SECURITY ASSESSMENT FOR ALL STUDIES
Please answer all applicable questions listed below. Every question will not necessarily be applicable to your study. If you believe any question is not applicable, you should still address the question as “N/A”. This should be submitted as part of the Initial Review Application as well as the Continuing Review. If this form was previously submitted in its entirety, and no changes have occurred to this information, you can provide a copy of the previously submitted form and write “Previously Submitted” at the top of the form.

	Title of Study:

 -> 

	Principal Investigator:

 -> 
	e-mail:

 ->
	Phone #:

 ->

	DATA PRIVACY AND SECURITY

	1.  Identify all data categories of personal identifying information (PII) that you will be collecting for this research study on: [  ] VA patients,  [  ] VA staff,  [  ] non-VA patients,  [  ] other non-VA 
[  ] (a) Names
[  ] (j)   Account numbers

[  ] (b) Any geographic division smaller than a state
[  ] (k)  Certificate/license numbers

[  ] (c) Any dates more precise than year; or age>89
[  ] (l)   Vehicle identifiers (S/N or Lic. Plate)
[  ] (d) Telephone numbers
[  ] (m) Device identifiers (S/N)
[  ] (e) Fax numbers
[  ] (n)  Web Universal Resource Locators (URL)

[  ] (f)  Electronic mail addresses
[  ] (o)  Internet Protocol (IP) address numbers

[  ] (g) Social Security Numbers (or scrambled)
[  ] (p)  Biometric identifiers (audio, video, finger prints)

[  ] (h) Medical record numbers
[  ] (q)  Full face photographic images

[  ] (i)  Health plan beneficiary numbers
[  ] (r)   Any other unique identifiers ->

[  ] (s) Alcohol abuse treatment   [  ] (t) Drug abuse treatment   [  ] (u) Sickle Cell Anemia   [  ] (v) HIV infection

Protected Health information (PHI) you will access, collect or use for this research study:
[  ] history & physical    [  ] discharge summary    [  ] operative reports    [  ] laboratory reports    [  ] X-ray films & reports

[  ] immunizations    [  ] allergy reports    [  ]medications    [  ]consultations     [  ]clinic notes   [  ] dental notes

Specify any other PHI data to collected: --> 
Specify any other PHI and date range to be collected: --> 

	2.  All Paper Records, On-Site Storage at Ann Arbor/Battle Creek/Saginaw VAMC  

Will any paper records with research data be stored at the VAMC?

[  ] Yes   [  ] No   (If No, skip to #3)
If Yes, which letter codes from the list in #1? ->

List all paper records that will be stored at the VAMC. 

->
Location of records: Building #: ->   Room #: ->

Please explain how the records will be kept secure (e.g., locked cabinets, locked room, etc.):
->

At study termination (end of IRB approval for the study), research data stored on paper records must be placed in storage boxes (NSN 8115-00-117-8249), sealed with clear packaging tape (NSN 7510-00-073-6094) and stored in a locked storage room in your locked VA department office. Further instructions will be available in a future edition of the VA Records Control Schedule. 

[  ] Yes   [  ] No   

	3.  All Computer Records, On-Site Storage at Ann Arbor/Battle Creek/Saginaw VAMC  

Will any computer records with research data be stored at the VAMC?

  [  ] Yes   [  ] No   (If No, skip to #4)
If Yes, which letter codes from the list in #1? ->

List all research datasets that will be stored at the VAMC 

     ->

Please indicate the devices/ media you will use for storage of research data at the VA:

[  ]  VAMC Network Server

[  ]  Encrypted VA USB Thumb Drive

[  ]  Encrypted VA Desktop Computer: bldg/rm:       
[  ]  Encrypted VA External Hard Drive:  bldg/rm:       
[  ]  Encrypted VA Laptop Computer: bldg/rm:       
[  ]  Encrypted CDs or DVDs:  bldg/rm:       
[  ]  Encrypted VA Portable Data Assistant bldg/rm:       
[  ]  VA Video Recorder  bldg/rm: ->      
[  ]  VA Audio Recorder  bldg/rm: ->      
[  ]  Other (describe) ->      
At study termination (end of IRB approval for the study), all research data stored on computer files must be de-identified by breaking the cross-link file code within the files OR by transferring the files to a secure “dead file” folder on the VA computer network. (See the OI&T Help Desk.) Further instructions will be available in a future edition of the VA Records Control Schedule. 

[  ] Yes   [  ] No

	4.  All Paper Records, Off-Site Transmission 
Will any paper records with research data be transmitted from the VAMC?

[  ] Yes   [  ] No   (If No, skip to #5)
If Yes, which letter codes from the list in #1? ->

List all paper records that will be transmitted from the VAMC.

->

Storage location of off-site paper records.  
   Institution: ->    City: ->    State: -> 

Identify the person(s) responsible for maintaining the off-site paper records and their role(s) in the project:

     ->

Please describe the method of data transfer: ->

Please explain how the paper records will be kept secure (e.g., locked cabinets, locked room, etc.):
-> 

	5.  All Computer Records, Off-Site Transmission  
Will any computer records with research data be transmitted from the VAMC?
[  ] Yes   [  ] No  (If No, skip to #6)
The research subject must sign an authorization to disclose PHI to another entity where data is stored or else this storage may require a VA CIO waiver. 
If Yes, which letter codes from the list in #1? ->

List all research datasets that will be transmitted from the VAMC. 

     ->

Please indicate the devices you will use for Transmission of research data outside the VAMC:
If any of the data is VA sensitive information, portable storage devices must be encrypted. 

[  ]  Network Server




[  ]  USB Thumb Drives 

[  ]  Desktop Computer



[  ]  External Hard Drive


[  ]  Laptop Computer



[  ]  CDs or DVDs


[  ]  Portable Data Assistant 


[  ]  Audio Recorder 

[  ]  Other  (identify) -> 

How will the data be kept secured (encryption, limited access)?

     ->

Please describe the method of data transfer: ->

Storage Location of off-site computer records.  
Institution: ->    City: ->    State: -> 

Identify the person(s) responsible for maintaining the off-site computer records and their role(s) in the project:  ->

Please explain how the computer records will be kept secure (e.g., secure network, limited access

->


	CONFIDENTIALITY

	6.  List all individuals associated with this study who will have access to any VA data or any data to be stored at the VA.     [  ]  CHECK THIS BOX IF NONE AND SKIP Q7 TO Q13.
Name: 

e-mail: 

Phone #: 

Name: 

e-mail: 

Phone #: 

Name: 

e-mail: 

Phone #: 

Name: 

e-mail: 

Phone #: 

7.  Have all staff that will access and/or work with VA data been properly approved and granted appropriate VA status (WOC, IPA, VA employee)?  [  ] Yes  [  ] No (If No, explain here -> 

8.  Have all staff that will access and/or work with VA data had a background check?  [  ] Yes  [  ] No

9.  Have all staff that will access and/or work with VA data completed all VA and IRB mandatory training?

[  ] VHA Privacy Policy Training (HIPAA)

[  ] VA Information Security Training

[  ] VA Cyber Security Awareness Training
[  ] Human Subjects Research Training at citiprogram.org

	DATA TRANSFER APPROVALS

	10.  Will all VA sensitive research data be used and stored within the VA?  
       [  ] Yes  [  ] No  [  ] N.A. (If Yes or N.A. then skip remainder of these questions)

	11.  Do you have a Memorandum for Research Data Transfer approved by the VA ISO and VA PO?
       [  ] Yes  [  ] In Progress,  [  ] N.A.    If Yes, date of approval: ->

	12.  Do you have Research Data Transfer Agreement approved by the VA ISO and VA PO?
[  ] Yes  [  ] In Progress,  [  ] N.A.    If Yes, date of approval: ->

	13  Will you be contracting with (paying) a 3rd party for data management, analysis, transcription, etc.?
       [  ] Yes  [  ]  N.A  If Yes, describe: ->


	PRINCIPAL INVESTIGATOR ENDORSEMENT

	I addressed all questions as honestly and as completely as possible.  

Signature of Principal Investigator:  _______________________________  Date:  ___________________




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 

Questions?
Contact 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 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
□YES
□NO

You MUST check at least one of the following Boxes:
□
I DO NOT HAVE AN APPOINTMENT WITH THE UNIVERSITY AFFILIATE
□
I HAVE A SALARIED APPOINTMENT WITH THE UNIVERSITY AFFILIATE
□
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: image2.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.



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 4a)

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


b.  University Administrative Title
     
     

      (Enter Code From Table 4b)

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

