Principal Investigator: 
     



Title of Study:
     
Date of Application:  
     
VA Tennessee Valley Healthcare System (VA TVHS)

Research and Development Service

 Application to Conduct Retrospective Chart Review Project
Read each section carefully, prepare your response, and delete italicized instructions and notes prior to submission. Contact the Tennessee Valley Healthcare System (TVHS) IRB Office at 615-873-6076 if you need assistance.

	I.
	Checklist of Documents to be Submitted with the Retrospective Chart Review Application

(Check all that apply)
*Required for all submissions


 FORMCHECKBOX 
  Protocol/Grant* 

 FORMCHECKBOX 
  Sponsored Agreement


 FORMCHECKBOX 
  Project Budget*
 FORMCHECKBOX 
   Request for Waiver of HIPAA Authorization and Request for Waiver of Consent Process)
 FORMCHECKBOX 
  Data Collection Tool

 FORMCHECKBOX 
  Service Chief Approval Signature

 FORMCHECKBOX 
  VISN 9 Data Access and Security Form 

 FORMCHECKBOX 
  Data Use Agreement (if sharing PHI outside TVHS)

 FORMCHECKBOX 
  Data Transfer Agreement/MOU (ViREC and other non-VA database access) 

 FORMCHECKBOX 
  Curriculum Vitae – Principal Investigator and/or Co-PI only*

 FORMCHECKBOX 
  Conflict of Interest Disclosure Form

 FORMCHECKBOX 
  PI's Certification of Data Security Requirements  
 FORMCHECKBOX 
  Delegation of Authority and/or Scopes of Research Practice*
 FORMCHECKBOX 
  Training Documentation for All Research Staff*
 FORMCHECKBOX 
  Without Compensation (WOC) appointment approval letter from HR
 FORMCHECKBOX 
  Research Training Compliance Report (obtain from IRB office)
 FORMCHECKBOX 
  Other (Specify):       
	II.
	Principal Investigator Assurance Statement


I certify that the information in this application is complete and correct and that no similar proposal has been disapproved by another IRB.

As the Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of research subjects, and thereby agree to conduct and/or supervise personally the described investigation. 

I will ensure that the research protocol is carried out with qualified research staff in accordance with the relevant current protocol, all regulatory requirements, and any stipulations imposed by the IRB.

I agree to comply with all VA policies and procedures, as well as with all applicable federal, State, and local laws regarding the protection of research subjects, to include but not limited to:

· Obtaining the legally effective informed consent from human subjects or their legally responsible representative, and using only the currently approved, date-stamped consent form;

· Implementing no changes in the approved protocol or consent form without prior IRB approval (except in an emergency, if necessary to safeguard the rights and well-being of human subjects) and notifying the sponsor and/or other collaborating entity, if applicable;

· Reporting promptly any adverse events, protocol deviations, and/or unexpected problems involving risks to subjects or others to the IRB (and to the sponsor, where applicable);

· Providing IRB required data for continuing review in a timely manner or closing study and ensuring the IRB approval will not lapse;

· If unavailable to direct this research personally, as when on sabbatical leave or vacation,  arranging for a co-investigator to assume direct responsibility in my absence and notifying the IRB by letter, in advance of such arrangements;

· Ensuring that all qualified associates, colleagues, and employees assisting in the study are informed about their obligations in meeting all required appointment, credentialing, and training commitments;

· Notifying the Research Service of all new and departing research staff to confirm appointments, credentialing and training, including HR processing and Employee Health Screening;

· Maintaining adequate and accurate records in accordance with the regulations and to making those records available for inspection in accordance with the regulations;

· Notifying and clearing the Research Service in the event I leave VA TVHS, and making arrangements to turn over original study records that have been organized and catalogued, to the Research Office for storage until the appropriate record destruction time.

· Document references to VA where either direct or indirect support for the research originated from VA, either in the form of research funding, resources (e.g., facilities or patients), or as a result of my full-time, part-time, or without compensation (WOC) employment status.
· Manage and maintain all VA information in compliance with the VA data security requirements.

	Signature of Principal Investigator: 

Signature of Co-Investigator (student) as applicable:
	Date:

Date:  

	III.
	Principal Investigator Information 


In addition to completing this application, all principal investigators must provide a copy of their Curriculum Vitae.   Appendix B must be completed for all new principal investigators only.
Principal Investigator: 

           Degree(s):      
VA Appointment Status:

  FORMDROPDOWN 
  
VA Title:


     
VA Service / Department: 
     
University Affiliation(s):

     
Address (Include Mail Stop)
     
E-mail Address:


     
Phone:
     

Fax:
     

Pager:        
# of Ongoing Research Projects:
     
Years of Research Experience:
     
	IV.
	Study Contact Person Information


If there is no study contact person, please check the box indicating “Not applicable.”  In the absence of a study contact person, all correspondence will be directed to the principal investigator.                       

  FORMCHECKBOX 
  Not applicable  

Study Contact: 


           Degree(s):      
VA Appointment Status:

  FORMDROPDOWN 
  
Title:



     
Service / Department: 

     
University Affiliation(s):

     
Address (Include Mail Stop)
     
E-mail Address:


     
Phone:
     

Fax:
     

Pager:        
	V.
	Study Personnel and Training


Only list those individuals who are involved in the conduct of the study at VA Tennessee Valley Healthcare System (i.e., interacting with veterans or TVHS employees participating as research subjects, accessing identifiable information about research subjects). Also include the research study personnel that are identified as Research Staff Exemption waiver, e.g.,  for individuals located at the academic affiliate or other outside institution who do not come to TVHS or directly interact with TVHS research subjects or have access to TVHS identifiable private medical information or specimens.    

For each staff member listed in the Study Personnel Table (next page), please ensure that the Scopes of Research Practice form and VA required training are current.  For those with WOC/IPA appointments,  please ensure current WOC/IPA status.

For questions regarding training please contact Kris Dunn, Research Training and Credentialing Coordinator, at john.dunn2@va.gov. 

All VA training requirements must be current to obtain IRB approval.  Include copies of updated training certificates with the application.  Training includes (1) GCITI Good clinical Practice and Human Subject Protections; (2) VA Privacy Policy; (3) VA Information Security Awareness; and (4) VA Information Security 201 for Research Personnel.  Attach a copy of the Research Training Compliance Report with application.



        

	Study Personnel Table

VA Appointment, SORP and Research Training Status

	NAME

(professional degree, MD, PhD)
	VA

Appointment
	Role in Project
	Scope of Research Practice Current?
	VA Required Training Current?

	
 
	 FORMDROPDOWN 

	Principal Investigator
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	

	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 



 FORMCHECKBOX 
 Research Staff Exemption Waiver Requested for identified study personnel (waiver attached).
	VI.
	Study Overview


1.  Special subject population/records to be studied (check all that apply): 

 FORMCHECKBOX 
  Veterans




 FORMCHECKBOX 
  Institutional residents

 FORMCHECKBOX 
  Elderly


 FORMCHECKBOX 
  Females only



 FORMCHECKBOX 
  Males only


 FORMCHECKBOX 
  Students/trainees
 FORMCHECKBOX 
  Minority populations exclusively

 FORMCHECKBOX 
  Terminally ill 


 FORMCHECKBOX 
   Comatose


 FORMCHECKBOX 
  Cognitively/psychologically impaired

2.   If the research involves any of the following, check the appropriate categories: 
 FORMCHECKBOX 
  Retrospective Chart Review

 FORMCHECKBOX 
  Database Extractions

 FORMCHECKBOX 
  Preparatory to research
 FORMCHECKBOX 
  Waiver of HIPAA authorization 
 FORMCHECKBOX 
  Waiver of Consent Process
 FORMCHECKBOX 
  Certificate of Confidentilait FORMCHECKBOX 
  Waiver of documentation of consent 
 FORMCHECKBOX 
  Data Use Agreement/MOU
 FORMCHECKBOX 
  Other (specify):        
3.    Location of Research 

a. Is this a multi-center trial?      FORMCHECKBOX 
  NO
  FORMCHECKBOX 
  YES

b. Is this a multi-center trial in which VA Tennessee Valley Healthcare System (TVHS) is the coordinating center? 

   FORMCHECKBOX 
  NO 
  FORMCHECKBOX 
  YES    If No, identify the coordinating site and FWA Assurance number below.
Coordinating site:        

 Federalwide Assurance Number:       
c. List all performance sites engaged/not engaged in research on the Location of Research Sites Table (next page).   

	Location of Research Sites (check all that apply)

	
	Name of  Performance  Site(s) 
	Engaged in Research
	IRB/R&D Approval Ltrs

	
	
	Yes
	No
	Attached
	Pending

	 FORMCHECKBOX 

	Tennessee Valley Healthcare System (Nashville Campus)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Tennessee Valley Healthcare System (Murfreesboro Campus)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Tennessee Valley Healthcare System

(CBOC – Specify location(s) )      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Vanderbilt University (Specify location)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Meharry Medical Center
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Other (Specify location & Federalwide Assurance #):      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	Other (Specify location & Federalwide Assurance #):      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	VII.
	Funding and Administration Information



NON-FUNDED PROJECT     

 FORMCHECKBOX 
        (check for Yes)

Funding Agency / Source of Funds: 
     

External Grant / Contract No.:
 
      

Inclusive Dates of Project Funding: 
From:
        
To:        
	VIII.
	Service Chief (s) Approval


If this study involves personnel, equipment, or other resources that are NOT considered standard of care as listed in the above table, the appropriate Service Chief must review and extend his/her approval by signing the appropriate signature block below.  Please note that if more than one service is impacted; signatures must be obtained from the appropriate Service Chief.  This signature must be obtained by the Principal Investigator prior to submitting this application for review by the appropriate subcommittee and Research and Development Committee. See list of Service Chiefs below.
	Service Chief (s) Approval Signature Required

	Service Chief Name/Title
	Signature
	Date

	Service Chief Name      
Title      
	
	     

	Service Chief Name      
Title      
	
	     

	Service Chief Name      
Title      
	
	     


Anesthesiology (129) – Ann Walia, MD


Audiology & Speech Pathology (126) - Gene Bratt, PhD
Chief of Staff – Michael A. Doukas,  MD


Patient Care/Nursing (118) - Ruth W. Davis, DNS, RN
Geriatric/Long Term Care - James S. Powers, MD

Pathology/Laboratory (113) – Claudio M. Mosse, MD
GRECC (GRECC) - Robert Dittus, MD


Pharmacy (119) - Diane Shackleford, PharmD
Medicine (111) - Brian Christman, MD


Primary Care (11A) – Wesley Moore, MD
Mental Health (116) -  Alexandre A. Koumtchev, M.D.
Radiology (114) - Harold Thompson, MD


Nuclear Medicine (115) - Mohammad R. Habibian, MD 
Surgery (112) - William Nylander, MD, MBA
Neurology (127) - Ronald G. Wiley, MD, PhD


Transplant (11T) - Joseph Awad, MD
Note: Principal Investigator should obtain the appropriate Service Chief(s) signature to ensure the Service Chief is apprised of the research project and concurs with utilization of resources as applicable to the proposal.
	IX.
	STUDY PROPOSAL 


	General Instructions: In order to review your proposal, the IRB must have all of the following information.  State “Not Applicable” for topics that are not applicable for study.  Attaching a section of the grant is not acceptable. Define all abbreviations and terms that are not part of common language.

You must attach a separate study protocol.  Your submission will not be processed without one.  This can be the sponsor’s protocol, grant application, or an individual investigator’s formal research plan.  It should include a description of the following:

· Hypothesis and specific research aims

· Background including literature review
· Methods including end points and data evaluation methodology to include statistical considerations

· Privacy and confidentiality issues 

· Resources/Facilities

· Reference list

· Relevance to  the VA


1.  
List 3 keywords (MeshTerms) related to this research: 
     
     
     

A listing of Mesh terms is available at http://www.nlm.nih.gov/mesh/MBrowser.html


2. 
In Lay Language, Include a statement regarding the relevance of this research  to the VA:


     
3.   
Brief Summary of the Purpose and Scientific Rationale for Conducting the Study  

Describe the purpose of the study and the specific scientific objective(s) in language understandable to the IRB members.  The IRB Committee is comprised of individuals with various backgrounds (scientists, non-scientists, and community members).  Include hypothesis, objective(s), research plan, methodology, the length of the study and length of time a subject will be involved in the study. Include the rationale for conducting this research at the VA.   Limit the abstract to 500 words.  
     
4.   Background Information

State the background of the study.  Include a critical evaluation of existing knowledge, and specifically identify the information gaps that the project is intended to fill.  Describe previous work in animal and/or human studies that provide a basis for the proposed research and that supports the expectation of obtaining useful results without undue risk to human subjects. You may refer to appropriate citations to the scientific literature in your protocol or attach a copy of literature review.

     
5.   Study Sample Size: Number of Records Accessed for Data Collection/Extractions  

If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort.

a.  Provide the anticipated number of medical records to be accessed at TVHS and non-TVHS sites for which the principal investigator is conducting the study.  In the case of multi-center research, provide the total number of medical records accessed for the entire project. Please include the name of the coordinating site. 

TVHS only:       
Non-TVHS sites:       
Inclusive of all sites for multi-center research:       


6.   Inclusion/Exclusion Criteria          
If you have more than one cohort (patients, family members, treating physicians, etc.), provide answers for each cohort.
a.  What are the criteria for inclusion?

     
b.  What are the criteria for exclusion? 

     
c.   Does this study target one gender or specific social/ethnic group?

 FORMCHECKBOX 
  No  
 FORMCHECKBOX 
  Yes  If yes, please specify:       
7.   Record Identification Process      



The identification of the study population must be ethically and legally acceptable.  Procedures used to identify medical records for data collection/data extraction should be designed to reach diverse populations.  It is considered an invasion of privacy to recruit patients from a database list of individuals with a given disorder.   
a. What method(s) will be used to identify records for data collection/data extraction process?  

     
b. Identify the method to be used to access data/medical records: (check appropriate box) 
 FORMCHECKBOX 
 Specific list of potential participants with identifiers for access of records for data extraction (interim data list with PHI identifiers does not meet exemption criteria)

 FORMCHECKBOX 
 Random selection of medical records for chart review or 

 FORMCHECKBOX 
 Aggregate data mining (de-identified database or record review) 

 FORMCHECKBOX 
 Access only de-identified data 

c. Describe the source of data to be collected.      
  FORMCHECKBOX 
  CPRS    FORMCHECKBOX 
 VISN 9 Data Warehouse    FORMCHECKBOX 
 Vista     FORMCHECKBOX 
 ViRec    FORMCHECKBOX 
 Other source:         

 Note: Research applications requesting data from the VISN 9 Data Warehouse or ViREC require additional waiver and approval.  Investigator must complete the VISN 9 Data Access and Security Application, ViREC application, etc.  Contact the VATVHS IRB Office to obtain electronic copies of the applications and additional guidance. 

  FORMCHECKBOX 
 VISN 9 Data Warehouse Access Request form is attached with the application.
d. Is the research data publicly available?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

(If “No”, describe how prior approval will be obtained before accessing this information/data.  Attach a copy of approval/authorization letter, if available.)      
e. Provide a description of the research data that will be recorded by the investigator.

     
f.  FORMCHECKBOX 
  Attached is a copy of the Data Collection Tool (Excel spreadsheet, etc.)
8.
Use and Disclosure of Protected Health Information (PHI) Data
Protected Health Information (PHI) is individually identifiable health information that is or has been collected or maintained by TVHS, including information that is collected for research purposes only, and can be linked back to the individual participant.  Once this has occurred, use or disclosure of such information must follow federal privacy guidelines. The phrase Individually-Identifiable Information means any information, including health information, maintained by VHA pertaining to an individual that identifies the individual.

a. Will any of the following 18 direct identifiers, stipulated by the HIPAA Privacy Rule [See 45 CFR 164.514(a), (b)], be accessed, extracted and/or disclosed during the course of this research?  See the listing of the 18 identifiers in the following table.   FORMCHECKBOX 
   No
 FORMCHECKBOX 
  Yes (if yes, complete the table in item d. below)
b. Identify all individuals who request authorization to access the participant(s)’ PHI:  

	NAME

(Last Name, First Name, Middle Initial, Degree)
	Role in Project

	
 
	Principal Investigator

	

	

	

	

	
     
	     

	
     
	     


c. Will a limited data set be used? 
 FORMCHECKBOX 
  FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes, If Yes, list the PHI data to be utilized in the data extraction process:       
d. Please check all that identifiers that will be accessed/collected/extracted during the course of this research on the following table.
	Will  Use
	18 HIPAA identifiers



	 FORMCHECKBOX 

	Names

	 FORMCHECKBOX 

	Any geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code;

	 FORMCHECKBOX 

	All elements of dates (except year) for dates directly related to an individual (e.g., date of birth, admission);

	 FORMCHECKBOX 

	Telephone numbers;

	 FORMCHECKBOX 

	Fax numbers;

	 FORMCHECKBOX 

	Electronic mail addresses;

	 FORMCHECKBOX 

	Social security numbers;

	 FORMCHECKBOX 

	Medical record numbers;

	 FORMCHECKBOX 

	Health plan beneficiary numbers;

	 FORMCHECKBOX 

	Account numbers;

	 FORMCHECKBOX 

	Certificate/license numbers;

	 FORMCHECKBOX 

	Vehicle identifiers and serial numbers, including license plate numbers;

	 FORMCHECKBOX 

	Device identifiers and serial numbers;

	 FORMCHECKBOX 

	Web Universal Resource Locators (URLs);

	 FORMCHECKBOX 

	Internet Protocol (IP) address numbers;

	 FORMCHECKBOX 

	Biometric identifiers, including finger and voiceprints;

	 FORMCHECKBOX 

	Full-face photographic images and any comparable images; and

	 FORMCHECKBOX 

	Any other unique identifying number, characteristic


e. Identify all non-TVHS affiliated individuals and/or institutions to which PHI may be disclosed (e.g., study sponsors, CROs, collaborators, etc.)     FORMCHECKBOX 
  Attach a copy of the DUA/MOU 
A Data Use Agreement (DUA) establishes the terms and conditions in which a Covered Entity will allow the use and 

disclosure of a limited data set to the data recipient.  A DUA is required if a limited data set will be disclosed outside of the Department of Veterans Affairs.  A DUA is not required if the disclosed information is de-identified, if the participant has provided a valid authorization for creation, use or disclosure of PHI, or if the IRB has granted a “Waiver of Consent and/or Authorization.”

	d. Name of Institution and/or Individual
	e. Data Use Agreement Required?

	f.      
	g.    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	h.      
	i.    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	j.      
	k.    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	l.      
	m.    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No


f. Indicate when PHI will no longer be used or disclosed .      
g. Is Protected Health Information (PHI) to be accessed in the course of preparing for this research?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes 
h. Is a request for waiver/alteration of consent and/or authorization to access PHI requested?

Note: to obtain IRB approval for the Waiver of HIPAA Authorization and Waiver of Consent Process to allow access of PHI data, all sensitive research data must remain within VATVHS.

 FORMCHECKBOX 
  FORMCHECKBOX 
 No
    FORMCHECKBOX 
 Yes (If “Yes,” please complete Appendix C&D)

9.        Data Collection, Storage of Data and/or Issues of Confidentiality

Note: The VA requires Veterans’ research data to be retained indefinitely in accordance with VA and Federal Records Control Schedule policies.  Research data may not be destroyed without prior approval by the VATVHS Privacy Officer.
	DATA STORAGE AND TRANSMITTAL TABLE

Note:  Click on the applicable check box to specify the type of data medium 

	

	Type of Data
	Location of  Data
 (Room Number/Bldg or VATVHS Server)
	Transfer to

Non-VA Site

(Yes or No)
	Method of Data

Transfer

	Sensitive (PHI data)
	     
	     
	     

	 FORMCHECKBOX 
Hard Copy 
	     
	     
	     

	 FORMCHECKBOX 
Electronic Database 
	     
	     
	     

	 FORMCHECKBOX 
Code/Link to PHI data  
	     
	     
	     

	 FORMCHECKBOX 
Limited Data Set -PHI
	     
	     
	     

	Non-Sensitive Data
	     
	     
	     

	 FORMCHECKBOX 
Hard copy (specify)
	     
	     
	     

	 FORMCHECKBOX 
Electronic Database
	     
	     
	     

	 FORMCHECKBOX 
 Other (specify)
	     
	     
	     


a. List the physical location where veterans’ research data will reside (e.g. secured location at VATVHS or VUMC, room number/building and/or medium of transfer) in the above table. 
b. Describe how research data (including hardcopies and electronic databases) will be collected and recorded.  

     
c. Where will the data be used/stored during the study and how will it be secured?      
d. Will the data/specimens be associated with personal identifiers or coded to protect personal privacy? Describe how codes will be generated if codes are used to protect identifiers.  
     
e. Describe the security plan to protect confidentiality of personally identifiable data. 

     
f. Who will have access to the research data and/or to the codes?  

     
g. Is a Certificate of Confidentiality appropriate?   FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes  

If a certificate of confidentiality is to be provided, include the name of the person holding the 

certificate. 
     
h. If identifiable data will be transferred and/or reside outside of the VATVHS infrastructure, please indicate the type of medium to be used to transfer the data  and type of medium for storage (e.g., CD, laptop, etc.).  If the sensitive research data are to be used/stored outside of the VA infrastructure, indicate the rationale for removing the data/specimens            
i. What will happen to the research data when the study has been completed?  Where will the data be stored after study completion (location/room number/server)?   (The VA requires that all research data be retained indefinitely after study completion, including identifiers to comply with VHA and Federal Record Control Schedule 10-1 policies.)       
10.    Minimization of Potential Risks - Privacy, Confidentiality and/or Research Information Security
A risk/discomfort is a potential harm associated with the research that a reasonable person would consider important in deciding whether to participate in the research.  Risks can be generally categorized as physical, psychological, sociological, economic and legal.  Retrospective chart review, data collection/data extraction project risks include breach of privacy, confidentiality, and/or data security.  
a. What are the potential risks associated with the data collection/data extraction project? .


     
b. What is the overall risk classification for the research?

 FORMCHECKBOX 
  Minimal risk 
 
c. What procedure(s) will be utilized to prevent/minimize any potential risks and/or discomfort? 

All potential research information security risks must be minimized to the greatest extent possible by using procedures such as appropriate monitoring and research information security.  

     
d. Describe the provisions for data security and safety monitoring.


     
e. Describe the provisions for reporting unanticipated problems, protocol deviations, noncompliance, adverse events and/or suspension of a project.


     
f. Describe the provisions for assuring data accuracy and protocol compliance.


     
11.    Identify the Potential Benefits to Study Participants

a.   What potential benefits to society may be expected from this research? 
     
12.  Risk/Benefit Analysis 

The potential benefits of research must justify the risks to human subjects.  Some risks may not be justified, no matter how important the potential benefits.  When comparing the risk/benefit ratio of research with that of available alternatives, the alternative of doing nothing, or “watchful waiting,” should be included in the analysis.

a.
What is the risk/benefit ratio of the research? 

     
13.   Request to Waive or Alter HIPAA Authorization and/or Request to Waiver or Alter Consent Process or Consent Documentation
a. Is the Waiver of HIPAA Authorization requested to allow access to PHI data?      
 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes   (If “Yes”, complete the Request to Waiver or Alter HIPAA Authorization Form to provide justification for request to waive HIPAA authorization. If there is more than one cohort, submit for each cohort.)

b. Is the Waiver of Consent Process requested to allow access to PHI data?      
 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  (If “Yes”, complete Request to Waiver or Alter Consent Process or Consent Documentation Form to provide justification for request to waive Consent Process. If there is more than one cohort, submit for each cohort.)

Appendix A

Conflict of Interest (COI) Disclosure - Human Research 

General Information:

Conflict of interest, as it applies to research, can be defined as any situation or action in which financial or non-financial obligations may affect or be perceived to affect the protection of research participants or an individual’s or group’s (e.g., institution) professional judgment in designing, conducting, reviewing, and/or reporting research.  Conflicting interests may be financial or non-financial in nature.  Investigators and others involved in the design, conduct, or reporting of human research are required to complete the COI Disclosure and are responsible for keeping the IRB apprised of any changes in this disclosure as appropriate.  
Definitions:

· "Immediate Family" means spouse, domestic partners, children, and dependents. 

· "Investigator” refers to any individual involved in the design, conduct, or reporting of the 

     research. 

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

Financial Interests:

If an investigator or an investigator’s immediate family member has any of the following financial interests, the financial interest must be disclosed to the IRB as part of the initial or continuing review application.

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

· The value of the interest does not exceed $10,000 when aggregated for the immediate family.

· The interest is publicly traded on a stock exchange.

· The value of the interest is does not exceed 5% interest in any one single entity when aggregated for the immediate family.

· No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

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

· The value of the compensation does not exceed $10,000 in the past year when aggregated for the immediate family.

· No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.

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

4) Board or executive relationship related to the research, regardless of compensation.
COI Disclosure:

Do you or your immediate family (spouse, domestic partner, children, and dependents) have any of the following? (Check all that apply)   FORMCHECKBOX 
 None apply
 FORMCHECKBOX 
 
Ownership interest, stock options, or other financial interest related to the research of any value

 FORMCHECKBOX 
 
Compensation related to the research of any value 
 FORMCHECKBOX 
  
Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement. 
 FORMCHECKBOX 
 
Board or executive relationship related to the research, regardless of compensation 

	I certify that the information provided on this form is to the best of my knowledge and belief, true, correct, and complete.  If my financial interest and arrangements, or my immediate family change from the information provided above, I will notify the IRB promptly.

	Signature of Principal Investigator:
	Date: 

     


If you checked any of the above, describe in a separate memorandum to the attention of the VATVHS Conflict of Interest (COI) Committee the financial interest and any steps planned to prevent the financial interest from interfering with the design, conduct, or reporting of the research, including interfering with the protection of participant.  

Please ensure the following information is included in the COI Disclosure memorandum as applicable:

· Description of the financial relationships between the Investigator and the commercial sponsor

· Compensation that is affected by the study outcome

· Description of proprietary interests in the product including patents, trademarks, copyrights, and licensing agreements

· Description of equity interest in the company (e.g., publicly held company or non-publicly held company)

· Description of significant payments  (e.g. grants, compensation in the form of equipment, retainers for ongoing consultation, and honoraria)

· Description of the specific arrangements for payment (e.g. to whom or what institution) 

 FORMCHECKBOX 
  A separate memorandum to the attention of the VA TVHS COI Committee is attached .
IRB review will be withheld until the disclosure of financial interests and proposed management plan have been evaluated by the VA TVHS COI Committee and a recommendation has been rendered and forwarded to the IRB for consideration in its review of the research proposal.  
Appendix B: 

Investigator Data 

Required to be completed by all new principal investigators only.  

1.  NAME:       

2. DEGREE:          3. PID:      
4.  VA TITLE:      
5.  UNIVERSITY APPOINTMENT:

 FORMDROPDOWN 

  
a.  Academic Rank 
 FORMDROPDOWN 

    
b.  University Administrative Title               
 FORMDROPDOWN 

     
c.  University Department                           
     
     
d.  Department Section/Division                 
     
       
e.  University Name                                   
      

6.  DIPLOMATE STATUS, BOARD CERTIFIED:
 FORMDROPDOWN 

7.  SPECIALTY:                                                
 FORMDROPDOWN 
   FORMDROPDOWN 
   FORMDROPDOWN 

     
8.  SUBSPECIALTY:                                         
 FORMDROPDOWN 
   FORMDROPDOWN 
       
9.  VA EMPLOYMENT:                                     
 FORMDROPDOWN 
  
10. VA SALARY SOURCE:                               
 FORMDROPDOWN 

11. VA HOSPITAL SERVICE:                         
 FORMDROPDOWN 
   FORMDROPDOWN 
       
12. VA HOSPITAL SECTION:                         
     
13. PRIMARY RESEARCH INTEREST:            
 FORMDROPDOWN 
   FORMDROPDOWN 
   FORMDROPDOWN 

  Code   (If code = 99, enter name of Primary Research Interest)

14. SECONDARY RESEARCH INTEREST:     
 FORMDROPDOWN 
   FORMDROPDOWN 
   FORMDROPDOWN 

  Code   (If code = 99, enter name of Primary Research Interest)

APPENDIX C
Request for Waiver or Alteration of HIPAA Authorization and Request for Waiver of Consent Process for PHI access for Retrospective Chart Review/Data Collection Project 
Title 45 Code of Federal Regulations (CFR) 164.512(i)(2) &160.528 / VHA Handbook 1200.05

The Health Insurance portability and Accountability Act (HIPAA) Privacy Rule requires that, if an IRB grants a waiver or alteration of the HIPAA Authorization, the Institutional Review Board (IRB) document the findings on which it based its decision.  A request from an investigator to waive or alter the HIPAA authorization needs to be accompanied by information sufficient for the IRB to ensure that the required findings listed below are satisfactorily addressed.

Statement that alteration or waiver of authorization satisfies the following criteria: 

1) The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements: 

(a) An adequate plan to protect the identifiers from improper use and disclosure 
(b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 
(c) An adequate written assurances that the requested information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule; 

2) The research could not practicably be conducted without the waiver or alteration; and 
3) The research could not practicably be conducted without access to and use of the requested information. 

 FORMCHECKBOX 


 FORMCHECKBOX 
*Request for Waiver or Alteration of Authorization. Note: Authorization only applies when protected health information (PHI) will be created, used, or disclosed in the course of the research.  

Complete the questions below. 

1. Explain why the research could not practicably be conducted without the waiver or alteration.       
2. Explain why the research could not practicably be conducted without access to and use of the protected health information.      
3. Describe how the privacy risks to individuals whose protected health information is to be used are reasonable in relation to the anticipated benefits (if any) and the importance of the knowledge expected from the research.      
4. Describe the privacy/security plan to protect the identifiers from improper use and disclosure.      
5. Provide the location where the PHI will be stored.  If off-site, please indicate the mode/medium used to transfer the data (e.g., laptop, CD, USB key, etc.)       
6. Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.      
7. Provide written assurance that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research.       
Please note: If a protocol is granted a “Waiver of Consent and/or Authorization” by the TVHS IRB, the PI must be prepared to provide the Health Information Management Service (HIMS) with the following information for any PHI disclosed outside of TVHS:

1. The date of the disclosure;

2. The name, title, and contact number of the workforce member making the disclosure;

3. The name of the entity or person who received the protected patient information, and, if known, the address/contact information of such entity or person; 

4. A brief description of the protected patient information disclosed; and 

5. A brief statement of the purpose of the disclosure that reasonably describes the basis for the disclosure.

This mandate is pursuant to 45 CFR 164.528, which states that an individual has the right to request and receive an accounting from the covered entity (TVHS) of all possible disclosures of his/her protected health information that was permitted without the individual's authorization. 

APPENDIX E

Request for Waiver or Alteration of Informed Consent and/or Documentation of Informed Consent
Title 45 Code of Federal Regulations (CFR) 164.512(i)(2) & 160.528 / VHA Handbook 1200.05

Please check the appropriate category and answer the corresponding questions.

 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Request for Waiver or Alteration of the Informed Consent Process.

The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirements to obtain informed consent provided that the following conditions are met:

1. Check which is appropriate:


 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Waiver of Informed Consent Process 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Alteration of the Informed Consent
If requesting alteration, which elements of consent will be altered, or omitted, and provide justification for the alteration.       
2. Describe how the waiver or alteration of consent and/or authorization involves no more than minimal risk and will not adversely affect the rights and the welfare of the individual (Also, discuss how the waiver will not adversely affect the privacy rights of an individual).      
3. Explain why the research could not practicably be conducted without the waiver or alteration.      
4. Define the plan, where appropriate, to provide individuals with additional pertinent information after participation.      
APPENDIX E
Data Security Checklist for Principal Investigators
Name of VATVHS Privacy Officer (PO):  Larry Young; Robbie Sowell




PO’s Phone & e-mail address: 615-873-6973 or 615-225-5417; Larry.Young2@va.gov or Robbie.Sowell@va.gov or TVH Privacy@va.gov 
Name of VATVHS Information Security Officer: Alex Williams, Bryant Wilson or Gavin Wiggins
ISO’s Phone Number & e-mail address: 615-873-6097Alex.Williams@va.gov  or  615-873-8453 Andrew.Wison2@va.gov or  615-225-3610 John.Wiggins2@va.gov or TVH ISO@va.gov 
	Instructions: If you answer NO to any one of the statements, you may not remove or transmit the data outside the VA and you must consult with your supervisor, ISO and Privacy Officer.  If the research will not obtain any VA sensitive information/data the statements below should be marked as not applicable (N/A)


	Yes
	No
	N/A
	Specific Requirement 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All VA sensitive research information is used and stored within the VA

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All copies of VA sensitive research information are used and remain within the VA


If you have answered yes or N/A to both statements above, stop here.
	If the original or copies of VA research information are removed from the VA the following apply:  


See http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1851 Use of Data and Data Repositories  in Research for definition of terms used in this document.
	Yes
	No
	N/A
	Specific Requirements

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Permission to remove the data has been obtained from 1) your immediate supervisor, 2) your ACOS/R&D, 3) the VA Information Security Officer (ISO), and 4) the VA Privacy Officer. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A property pass for the equipment (Laptop etc.) has been obtained.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The laptop or other portable media is encrypted and password protected. Note: Contact the VA ISO at your facility for encryption issues.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data are not transmitted as an attachment to unprotected e-mail messages.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Names, addresses, and Social Security Numbers (real and scrambled) have been replaced with a code.  Note: Names, addresses, and Social Security Numbers (real or scrambled) may only be maintained on a VA server and documentation of the procedure by which the data were coded must remain within the VA

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data sent via mail or delivery service have been encrypted.  Note: It is preferable to send data on CDs or other media by a delivery service where there is a “chain of custody”. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	For data that will reside on a non-VA server:  The server has be certified and accredited as required by Federal Information and Security Management Act of 2002 (FISMA). Note: your facilities ISO should be consulted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Access to the data is only by those who are authorized to access it and the access is related to VA-approved research. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Procedures for reporting theft or loss of sensitive data or the media such as a laptop, containing sensitive data are in place and familiar to the researcher and all others who have access to, use, store, or transport the data.   


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

	Instructions:  This certification must be completed by all Principal Investigators (PI) for each new protocol and a copy of this form must remain with the research protocol file.  Identify the Location, description and type of media for research data.  List the physical location where veterans’ tissue specimens and identifiable research information will reside (e.g. secured location at VATVHS or VUMC, room number/building).


	I certify to the best of my knowledge that all VA sensitive information associated with the research study entitled above is being used, stored and security in accordance with the applicable VA and VHA policies and guidance.

	Signature of Principal Investigator
	Date:         

	Name of PI:      
Phone:             
	Title:        
Email:      


 FORMCHECKBOX 
 Yes: VPN Access of VATVHS Server and/or Encrypted mobile media is requested (Attach form)
 FORMCHECKBOX 
 Yes: PI Folder on R&D Server is requested (send email request to Mike.Walsh@va.gov ) 
 FORMCHECKBOX 
 Yes: VA research data will be transported outside TVHS (attach waiver request memo or Data Use Agreement and/or Data Transfer Agreement)
	Plea    Please contact the VA Tennessee Valley Healthcare System (VATVHS) Institutional Review Board (IRB) for additional information or applicable forms at (615) 873-6076.


Guidance/Procedures for reporting loss or theft. The loss or theft of VA research data/information or portable media such as laptops or personal computers (PC)s is covered in VA Directive 6504. In addition, medical facilities should have policies and procedures specific to the facility. The research office will be able to assist you in locating these documents. At a minimum the following should occur as soon as it is discovered that there has been a loss: 

(1) Report the loss or theft to security/police officers immediately.

• If you are within a VA health care facility, the VA police must be

  notified.

• If you are on travel or at another institution, the security/police officers   at the institution such as 

  hotel security, university security etc., must be notified as well as the police in the jurisdiction 

  where the event occurred.

• Obtain the case number and the name and badge number of the investigating officer(s). If  
  

  possible obtain a copy of the case report.

 (2) Immediately call or e-mail the following regarding the incident:

• Your supervisor,

• Your facility’s VA’s privacy officer, and

• Your facility’s VA security officer.

(3) Important: You must notify your facility’s Privacy Officer, Larry Young, and ISO, Alex Williams, Bryant Wilson or Gavin Wiggins.  Your facility’s procedure may include others to notify such as the COS or the MCD.

Any questions regarding these issues can be directed to your research office at (615)873-6076
or contact Brenda Cuccherini, Ph.D. ((202)254-0277 or Brenda.cuccherini@va.gov) or contact Joe Francis, M.D., Deputy CRADO ((202)254-0183 or joe.francis@va.gov) within the Office of Research and Development.
APPENDIX G
VA Tennessee Valley Healthcare System

Scope of Research Practice – Human Research

Section A: General Information

	Name/Staff Position (e.g., Research Coordinator, Co-investigator, etc.)  APPOINTEE
	Service Line (e.g., Medicine, Surgery, etc.)

	     
	     

	Principal Investigator (PI) / Primary Supervisor
	Alternate Supervisor (if applicable)

(Defined as a mentor to a trainee)

	     
	     

	


The Scope of Research Practice (SORP) is specific to the duties and responsibilities of each Research Staff as an agent of the listed Principal Investigator and/or Alternate Supervisor. These duties must: 1) be consistent with the occupational category under which they are hired, 2) allowed by the license, registration, or certification they hold, 3) consistent with their qualifications (education & training), and 4) be agreed upon by the person’s immediate supervisor and the ACOS. 

The Research Staff Member is specifically authorized to conduct VA approved research involving human subjects (on-site and off-site) as outlined in the list of responsibilities below.   The Principal Investigator and/or the Alternate Supervisor must complete, sign, and date this Scope of Research Practice.  Approval to conduct such duties is based on the individual's training, area of expertise, and competency.  Review of the Scope of Research Practice is conducted annually.

NOTE: All licensed personnel are required to undergo review of their credentials and scope of practice by the respective Professional Standards Board or delegated process prior to approval to conduct any research activities. 
Section B: Delegation of Duties

The Research Staff and Principal Investigator discuss and review the duties to be performed by the Research Staff on a regular and ongoing basis or until completion of research activities.  The Principal Investigator initials what duties are granted or not granted and lists any additional duties he/she is authorized to perform. 

	GRANTED
	NOT GRANTED
	Routine Duties/Procedures

Principal Investigator to identify duties granted or not granted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Supervises the work of other research staff.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Participates in design of the study and the management of study related activities. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares and submits regulatory documents to the IRB, R&D Committee, RSS, sponsor(s), and other persons or agencies.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Collects and manages the secure storage of data.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares and manages research budget (e.g., working with Middle Tennessee Research Corporation, submitting request for study participant reimbursement, etc.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Screens patients to determine study eligibility by reviewing study participant medical information or interviewing study participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Responsible for interacting with sponsors, collaborators, representatives of academic affiliates, and Medical Center personnel regarding study related activities and/or study results. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Develops recruitment methods to be utilized in the study and is responsible for recruitment procedures.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Performs venous puncture to obtain specific specimens required by study protocol (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Performs study participant history and physicals, and other health assessments as applicable.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares study initiation activities

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides education and instruction on study medication use, administration, storage, and side effects and notifies adverse drug reactions to study site.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides education regarding study activities to patient, relatives and Medical Center staff as necessary per protocol.

	GRANTED
	NOT GRANTED
	Routine Duties/Procedures

Principal Investigator to identify duties granted or not granted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Obtains and organizes data such as test results, diaries/cards or other necessary information for the study.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Proficiency with VISTA/CPRS computer system by scheduling study participants, research visits, documenting study progress notes, initiating orders, consults, etc.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Accesses sensitive and/or protected health information while maintaining study participant confidentiality.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Accesses Medical Center, VISN, and/or shared/public databases/data warehouses while maintaining study participant confidentiality.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Is authorized to obtain informed consent from research participants and is knowledgeable to perform the informed consent process.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Initiates intravenous (IV) therapy and administers IV solutions and IV medications.  (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Administers investigational drugs and/or devices. (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Collects and handles various types of human tissue specimens. 


Section C: Appointee’s Licensure Status

NOTE TO LICENSED PROFESSIONALS: All licensed personnel are required to undergo review of their credentials and scope of practice by the respective Professional Standards Board or delegated process prior to approval to conduct any research activities.  Individuals found to be working outside their privileges as granted by the VA Tennessee Valley Healthcare System will be subject to disciplinary action.

1.   DO YOU (APPOINTEE) HAVE “DIRECT PATIENT CONTACT” FOR RESEARCH PURPOSES?

 
 FORMCHECKBOX 
  YES.  

 
 FORMCHECKBOX 
  NO.   

 2.   Have you ever been a licensed professional (e.g., physician, registered nurse, audiologist)?

 FORMCHECKBOX 
  YES. Proceed to item 2.a. 

 FORMCHECKBOX 
  NO.   Proceed to Item 3. 

 
    a.  Indicate your status below:



 FORMCHECKBOX 
  
I am currently a licensed professional in the United States.



 FORMCHECKBOX 
  
I have been a licensed professional in the United States, but do not 



 currently hold a license.



 FORMCHECKBOX 
  
I am currently a licensed professional in another country. 



 FORMCHECKBOX 
  
I have been a licensed professional in another country, but do not 



      
currently hold a license.

3.   Do you hold a M.D. degree, BUT are NOT currently licensed to practice in the United 
States? 

 FORMCHECKBOX 
  YES.
Proceed to Section D. and sign the Certification.

 FORMCHECKBOX 
  NO.   
Proceed to Section E. and sign the Certification. 
Section D: Appointee Certification

This Scope of Practice outlines the duties and responsibilities regarding research study conduct delegated to me by the Principal Investigator in Section B.  The Principal Investigator and I are familiar with all the duties and procedures granted in this Scope of Practice and all-applicable VA policies and regulations.  I agree to amend my Scope of Practice as required at anytime my research duties change.  I hereby acknowledge that I am only allowed to perform the duties and/or procedures expressly granted in this Scope of Research Practice.  I also acknowledge that I am not a licensed clinician and as such cannot provide any patient care. 

	Signature of Research Staff Member (APPOINTEE), if applicable:
	Date: 

     


Section E: Appointee Certification

This Scope of Practice outlines the duties and responsibilities regarding research study conduct delegated to me by the Principal Investigator in Section B.  The Principal Investigator and I are familiar with all the duties and procedures granted in this Scope of Practice and all-applicable VA policies and regulations.  I agree to amend my Scope of Practice as required at anytime my research duties change.  I hereby acknowledge that I am only allowed to perform the duties and/or procedures expressly granted in this Scope of Research Practice.  

	Signature of Research Staff Member (APPOINTEE):
	Date: 

     


Section F: Principal Investigator Statement

After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills and expertise to safely perform the aforementioned duties/procedures.  Both the research staff member and I are familiar with all duties/procedures granted or not granted in this Scope of Research Practice (SORP).  We agree to abide by the parameters of this SORP, all federal, state, and local hospital regulations and policies.  I have reviewed and discussed the SORP with the research staff member.  This SORP will be reviewed annually and amended as necessary to reflect changes in the research staff member's duties/responsibilities and/or federal, state, and local regulations and/or policies.
I hereby acknowledge that the appointee who works in my research lab is authorized to only perform or complete the duties expressly granted in this Scope of Research Practice.

	Signature of Principal Investigator/PI:
	Date: 

     

	Signature of Alternate Supervisor, if applicable:
	Date: 

     


OFFICE USE ONLY
	Signature Administrative Officer /Research:
	Date: 

     

	Signature of Associate Chief of Staff/Research:
	Date: 
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