	[image: image1.png]UF Institutional Review Board
UNIVERSITY of FLORIDA




	Addendum V

	VA Addendum


	Make sure your Microsoft Word program is set to display “Hidden Text”.  This document contains helpful information, examples, and instructions that are only visible (and will never print) when the “Hidden Text” feature is enabled.  “Hidden Text” will be displayed highlighted yellow, italics, and underlined.  Go to the “Tools” menu, “Options”, on the “View” tab make sure “Hidden Text” has a check mark, and click “OK”.


VA has additional requirements when conducting research with human subjects.  These requirements are incorporated into Addendum V.  If you have any questions about these or any VA requirements, please contact the VA Research Service Office.
If the only research activities taking place at the VA are recruitment of subjects (i.e. no VA time or other resources used), the study may not be approved by the VA.  If your study will only involve recruitment of VA subjects please contact the VA Research Service Office for guidance.  
Study Title:      
You indicated on your Introductory Questionnaire that your research will be conducted with the North Florida / South Georgia Veterans Health System (NF/SGVHS).  VA involvement includes research: (a) conducted as part of VA employment or affiliation, (b) conducted at or on VA facilities, (c) that utilizes VA resources, patients, or staff.
All studies conducted under the NF/SGVHS must also be submitted to: Research & Development (R&D) Committee for review and approval before conducting the study at that location.  Additional details are available at:

http://irb.ufl.edu/irb01/va.htm and
http://www1.va.gov/visn8/nfsg/research/committees.asp 

VA research is research that is approved by the R&D Committee and conducted by VA Investigators including PIs, Co-PIs, and Site Investigators on VA time (serving on compensated, WOC, or IPA appointments), utilizing VA resources (e.g., equipment), or on VA property including space leased to, and used by VA. The research may be funded by VA, by other sponsors, or be unfunded.  The provisions of 1200.05 apply to all VA research involving human subjects.  
Please complete the following items, as appropriate.
1. Which NF/SG VHS facilities will be used?

	 FORMCHECKBOX 
 Inpatient

 FORMCHECKBOX 
 Outpatient (if CBOC or OPC will be used, please check “Other” below and specify location)
	 FORMCHECKBOX 
 Gainesville

 FORMCHECKBOX 
 Lake City



	 FORMCHECKBOX 
 Brain Rehabilitation Research Center (BRRC)

	 FORMCHECKBOX 
 Rehabilitation Outcomes Research Center (RORC)

	 FORMCHECKBOX 
 Geriatric Research Education and Clinical Center (GRECC)

	 FORMCHECKBOX 
 Other. Specify:      


	

	


2. Will ALL research related activities, including data storage take place at the VA?

 FORMCHECKBOX 
 Yes. All research related activities will be conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA. If yes, skip to item #3.
 FORMCHECKBOX 
 No.  Please continue to (a) below.

(a) Is this research funded by the VA, or is ALL funding for this research study being administered by the North Florida Foundation for Education and Research (NFFRE)?

 FORMCHECKBOX 
 Yes.  If yes, skip to item #3.
 FORMCHECKBOX 
 No. By checking here you are indicating that this study is a “collaborative” study in which funding is not, or only partially, administered by the VA/NFFRE and in which data collected at the VA will be combined with data collected at a non-VA site.  The VA may only approve VA research activities, therefore protocols for collaborative research studies must clearly separate VA research activities from non-VA research activities.   Please continue and complete items (b) – (e).

(b) Please describe research activities that will be conducted at the VA (VA research activities are research activites conducted by VA investigators serving on compensated, WOC or IPA appointments while on VA time, utilizing VA resources, or on VA property (including space leased to or used by VA.).:      
(c) Please describe research activites that will be conducted at the non-VA locations. (Non-VA research activities are research activities conducted by non-VA investigators who are not serving on a VA appointment or utilizing VA resources or property.):     
(d) Describe how the informed consent document and the HIPAA Authorization inform the subject that: 

(i) This is a collaborative study that will combine VA research activities and VA data with non-VA research activities and data:      
(ii) The data are to be disclosed to the study Coordinating Center site (non-VA site) where the data will be combined and analyzed for the study (describe where data will be combined and analyzed):      
(e) Briefly summarize below all research activities, separating VA and non-VA research.  Clearly define how dual-appointed personnel are separating VA from non-VA activities.  Investigators with dual appointments must separate and document their activities as VA employees on VA time versus their activities as affiliate/collaborator employees on affiliate collaborator time. 
	Research Activities
	VA Research Activities (These activities MUST be approved by the VA R&D Committee)
	Non-VA Research Activities (These activites MUST NOT be approved by the VA R&D Committee
	Explain how activities of dual-appointed personnel are distinguished

	
	VA Site
	VA Research at a non-VA site (i.e. funded/initiated by VA using non-VA resources)
	
	

	
	
	
	
	

	Recruitment (briefly describe)
	
	
	
	

	Advertising (briefly describe)
	
	
	
	

	List Research-related medical procedures to be performed
	
	
	
	

	List other study interventions to be performed 
	
	
	
	

	List clinics, labs, or other units to be used
	
	
	
	

	List who will collect use and disclose PHI
	
	
	
	

	List who PHI will be disclosed to
	
	
	
	

	Identify the Data Coordinating Center
	
	
	
	


3. Describe how the investigator has the appropriate background and experience to conduct the research      
[If there is a change in Principal Investigator during the course of the study, this section of Addendum V should be revised to describe how the new investigator has the appropriate background and experience.]

4. Are you going to compensate or pay any veteran subjects enrolled in this project?  (This answer needs to be consistent with the answer provided in Question 19 of the Introductory Questionnaire)
 FORMCHECKBOX 
 No.  Go to Question 5.
 FORMCHECKBOX 
 Yes.  Answer items (a) through (c).  
NOTE: “VA policy prohibits paying human subjects to participate in research when the research is integrated with a patient’s medical care and when it makes no special demands on the patient beyond those of usual medical care.” (Reference:  VHA Handbook 1200.05, paragraph 59)    
(a) Please select all categories that apply:
	 FORMCHECKBOX 

	1.
	The research is integrated with a patient’s medical care.

-Does the research place any special demands on the patient beyond those of usual medical care?
 FORMCHECKBOX 
 Yes.  
 FORMCHECKBOX 
 No.  CANNOT BE APPROVED BY THE IRB.VA regulations prohibit subject compensation.

	 FORMCHECKBOX 

	2.
	The research is not directly intended to enhance the diagnosis or treatment of the medical condition for which the volunteer subject is being treated

- Is the standard of practice in affiliated non-VA institutions to pay subjects in this situation?
 FORMCHECKBOX 
 No.  VA regulations prohibit subject compensation.
 FORMCHECKBOX 
 Yes.  Justify:      

	 FORMCHECKBOX 

	3.
	Multi-institutional study.

- Will subjects enrolled at collaborating non-VA institutions be paid for the same participation in the same study at the same rate proposed?

 FORMCHECKBOX 
 No.  VA regulations prohibit subject compensation.
 FORMCHECKBOX 
 Yes.

	 FORMCHECKBOX 

	4.
	Other comparable situations where payment of subjects is appropriate. Explain/justify:      

	 FORMCHECKBOX 

	5.
	Compensation for transportation expenses.

- Will participating in the research cause the subject to incur transportation expenses that would not be incurred in the normal course of receiving treatment and which are not reimbursed by any other mechanism? 

 FORMCHECKBOX 
 No.  VA regulations prohibit subject compensation.
 FORMCHECKBOX 
 Yes. Explain/justify:      


(b) Substantiate how the proposed compensation is reasonable and commensurate with the expected contributions of the subject:      
(c) Substantiate that the proposed compensation will not constitute (or appear to constitute) undue pressure or influence on the perspective research participants to volunteer for, or to continue to participate in, the research study:      
(d) Are the terms of payment and the amount of payment included in the consent form?
 FORMCHECKBOX 
 Yes.  
 FORMCHECKBOX 
 No.  CANNOT BE APPROVED BY THE IRB.
 [Payments made to subjects made through Austin Financial Services Center (for VA funded studies) generate IRS Form 1099 regardless of amount.  This information, and the fact the SSN will be used for this purpose, must be included in the informed consent]

5. VHA health records for research subjects are routinely flagged by the VA to indicate their participation in a study.  There are some instances where flagging is required.  Select at least one of the following  (or more if appropriate) to determine if you should flag the VHA health record :

a.  Flagging of the medical record is required because the research involves:

 FORMCHECKBOX 
  Invasive research procedures. 
 FORMCHECKBOX 
  Interventions that will be used in the medical care of the subject, or that could interfere with other care the subject is receiving or may receive (e.g., administration of a medication, treatment, or use of an investigational device). 

 FORMCHECKBOX 
  Clinical services that will be used in the medical care of the subject (e.g., orders for laboratory tests or x-rays ordered as a part of the study), or that could interfere with other care the subject is receiving or may receive. 

 FORMCHECKBOX 
  The use of a survey or questionnaire that may provoke undue stress or anxiety in subjects but involves no sensitive information 

b.  Flagging of the medical record is not required because the research involves:

 FORMCHECKBOX 
  The use of a survey or questionnaire that may provoke undue stress or anxiety, the information is sensitive and it is not in the best interest of the subject to flag the medical record.

 FORMCHECKBOX 
 Only one encounter.
 FORMCHECKBOX 
 The use of a questionnaire 
 FORMCHECKBOX 
 The use of previously collected biological specimens 

 FORMCHECKBOX 
 Identification as a participant in a particular study will place the participant at greater than minimal risk
  FORMCHECKBOX 
 Other      
 (Even if the research does not involve activities that require mandatory flagging, the IRB may determine flagging is necessary)
6.  Are you (the VA Investigator on your VA time) going to enroll non-veterans in this VA research study?  (This answer needs to be consistent with the answer provided in Question 19 of the Introductory Questionnaire)
 FORMCHECKBOX 
 No.  Go to Question 6.  

 FORMCHECKBOX 
 Yes, is the research relevant to the care of Veterans or active duty military?



 FORMCHECKBOX 
 No, IRB CANNOT APPROVE INCLUSION OF NON-VETERANS
 FORMCHECKBOX 
 Yes, describe      

Select how non-veteran subjects will be involved:

 FORMCHECKBOX 
  Subjects will receive inpatient or outpatient treatment as part of this study at the VA. Are there insufficient veteran patients for the study?

 FORMCHECKBOX 
  No, IRB CANNOT APPROVE INCLUSION OF NON-VETERANS
 FORMCHECKBOX 
 Yes, describe      


 FORMCHECKBOX 
  Subjects will be involved in other non-treatment VA research




Check the justification for including non-veteran subjects

 

 FORMCHECKBOX 
 Insufficient Veterans

 FORMCHECKBOX 
 Survey of VA employees

 FORMCHECKBOX 
 Study of active duty military

 FORMCHECKBOX 
 Study involving Veterans’ family members 

7.  Will you obtain and use real SSN, scrambled SSN or last four of SSN in this research?

 FORMCHECKBOX 
 No.  Go to Question 7.
 FORMCHECKBOX 
 Yes, justify why real SSN, scrambled SSN or last four of SSN are required:

 FORMCHECKBOX 
  To enter information into the subjects health record

 FORMCHECKBOX 
  Access CPRS for a subject’s Protected Health Information (PHI)

 FORMCHECKBOX 
  To search other databases (e.g.the Social Security Death Index)
 FORMCHECKBOX 
  To match databases (e.g.data from the Centers for Medicare & Medicaid Services (CMS) or the Department of Defense (DOD))

 FORMCHECKBOX 
  Other.  Describe      
Real SSN can only be obtained and used when required to meet the specific aims of the research protocol or enter information into the subjects health record.  Any research-related use of the SSN and the need for it, should be disclosed in the informed consent and HIPAA Authorization documents, as applicable
If obtaining and using the SSN for research-related purposes is approved, the key that holds the SSN, the subject’s name and study number must be secured at all times, be stored separate from the other research files and be accessible only to a limited number of research staff who have need and awareness to only use the SSN for the approved, designated purpose(s).

8. Will individually identifiable information (PHI, PII) be collected, used and/or disclosed during the study?

 FORMCHECKBOX 
No. Go to Question 8.
 FORMCHECKBOX 
 Yes, check the applicable identifiers below

	 FORMCHECKBOX 
 Name


 FORMCHECKBOX 
 Address

 FORMCHECKBOX 
 Personal and Family History

All elements of dates (except year) for dates directly related to an individual:

 
 FORMCHECKBOX 
 Date of Birth
 FORMCHECKBOX 
 Appointment Dates

   
 FORMCHECKBOX 
 Admission Date
 FORMCHECKBOX 
 Discharge Date

   
 FORMCHECKBOX 
 Date of Death
 FORMCHECKBOX 
 Other Dates: (e.g. lab tests, x-rays, MRI, etc.) 



 FORMCHECKBOX 
 age 89 and over documented numerically
 FORMCHECKBOX 
 Telephone numbers
 FORMCHECKBOX 
 Fax numbers

 FORMCHECKBOX 
 Electronic mail addresses
 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 fingerprints, voiceprints, audio recordings

 FORMCHECKBOX 
 Full-face photographic images and any comparable images

 FORMCHECKBOX 
 Any other unique identifying number, characteristic, or code


9. Explain how you have the necessary resources to protect research participants and carry out the research safely:

a. Describe who will be engaged in the conduct of this VA research and what research activities each will perform:       
b. Describe how you have adequate time to conduct and complete the research:       
c. Describe how you ensure your research staff are qualified to perform procedures assigned to them during the study (including but not limited to appropriate training, education, expertise, credentials and, when relevant, privileges):       
d. Describe how you have adequate facilities, equipment (e.g. computers), space to conduct the research:       
e. Describe how you have access to a population that will enable you to enroll enough subjects to complete the research:       
f. Describe what medical or psychosocial resources are available to subjects if needed as a result of participating in this research:       
All members of the research team for a VA research study must be VA employees (paid, WOC, or IPA) and must completed VA-specific trainig. The only individuals outside VA who do not need a VA appointment or VA-specific training are those who perform a service for the research study in the course of their usual clinical duties   

10. Will the research involve usual care (i.e. medical or other treatment or services a research subject would receive if not participating in the research study (e.g., the chemotherapy an oncology patient would receive whether or not the patient was participating in a research study)?

 FORMCHECKBOX 
No. Go to Question 11.

 FORMCHECKBOX 
Yes.  The following information must be included in the VA informed consent:

· what medical treatment or services the subject will receive even if the subject does not participate in the research; and

· who will be responsible for providing usual care, explaining risks, benefits, monitoring the treatment or service, evaluating adverse events, alerting the subject if there is a problem with the treatment or service.

Decisionally Impaired:  Persons with Impaired Decision Making Capacity as a Vulnerable Population in VA Research 
11. Will you enroll subjects who are decisionally impaired (cognitively, psychologically, or legally unable to consent to research)? 
 FORMCHECKBOX 
 No.  Go to Question 12.
 FORMCHECKBOX 
 Yes.  Answer (a) through (f) below.  
(a) Criteria for Decision-Making Capacity.  Describe how you will determine that an individual is not capable of decision making capacity and thus the capacity to consent? MUST SELECT ONE OR MORE
 FORMCHECKBOX 
  A qualified practitioner will document in the individual’s medical record in a signed dated progress note that the individual lacks capacity to make the decision to participate in the proposed study. NOTE: The qualified practitioner may be a member of the research team.
 FORMCHECKBOX 
  The individual will have been ruled incompetent by a court of law

 FORMCHECKBOX 
  Consult with a qualified practitioner who about the individual’s decision-making capacity before proceeding with the informed consent process.

(b) Temporary or Fluctuating Lack of Decision-Making Capacity.  Will you enroll individuals, who because of a known condition, are at high risk for temporary (e.g., head trauma) or fluctuating (e.g., schizophrenia) lack of decision-making capacity?

 FORMCHECKBOX 
 No.  Go to next question
 FORMCHECKBOX 
 Yes, 
(1) describe how a qualified practitioner will evaluate the individuals ability to provide consent      
If the individual is deemed to lack decision-making capacity at the time of their participation in the study, a LAR must provide informed consent 
(2) If the subject regains decision-making capacity, describe the process to obtain the subject’s permission to continue with the study      
If a subject regains decision making capacity, the investigator or designee must repeat the informed consent process with the subject and obtain the subject’s permission to continue in the study. 
(c) Criteria for Enrollment of individuals who lack decision making capacity 
 (c)(1)  Indicate the Risk-Benefit level of this research project.  Select one category  only:
 FORMCHECKBOX 
 Research poses no greater than minimal risk.  

 FORMCHECKBOX 
Research poses some probability of harm but there is at least a greater probability of direct benefit to the individual subjects.  
 FORMCHECKBOX 
Research is greater than minimal risk with no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition.  
(c)(2)  Is your research specifically studying  the disorder leading to the individual subject’s lack of decision making capacity? whether or not the lack of decision making itself is being evaluated
 FORMCHECKBOX 
 No, CANNOT BE APPROVED
 FORMCHECKBOX 
 Yes.
(c)(2)(a) Can the research be performed without decisionally impaired individuals with the disorder (i.e. could you complete the study with subjects who have the disorder and who can consent for themselves)?
 FORMCHECKBOX 
 Yes.  CANNOT BE APPROVED.  This research cannot be approved for inclusion of this population at the VA.
 FORMCHECKBOX 
 No. Explain       
(c)(3) Is an objective of the study directly related to the individual’s lack of decision-making capacity?
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No.  VA regulations require you to provide a compelling reason to include individuals who lack decision-making capacity in the study:       
(d)  Who will provide consent (agree to participate on the subject’s behalf and sign the consent form)?  Check all that apply from the list below:

 FORMCHECKBOX 
 Health care surrogate/agent appointed by the person in a Durable Power of Attorney for Health Care (DPAHC) or similar document  – documentation for your records are required
 FORMCHECKBOX 
 Court appointed guardian – documentation required
 FORMCHECKBOX 
 Next of kin in the following order of priority:
	
	· Subject’s spouse

· An adult child (18 years or older) of the subject

· Parent of subject

· An adult sibling (18 years or older) of the subject

· Grandparent

· Adult grandchild (18 years or older)
· Close Friend (18 years or older)
	Note: if a proxy provides consent you must document in the medical or research records what steps were followed to determine the validity of the proxy.


PROXY DIFFERENCE VA regulations 1200.05 , paragraph 36, the requirements for obtaining surrogate or proxy consent for potential subjects who are deemed incompetent or decisionally impaired are different than those required at UF/Shands or other subjects as described in the IQ.

NOTE:  **NEW INFORMATION** LAR Requirements for HIPAA Authorization:  An individual who is qualified as a LAR to provide informed consent on behalf of a prospective research subject may not always qualify as a personal representative for purposes of consent to use or disclose a human subject’s PHI (i.e., signing a HIPAA authorization). Therefore, in circumstances involving authorization for use or disclosure of a human subject’s PHI, the investigator must ensure the LAR meets the requirements of a personal representative (legal guardian or power of attorney) in HIPAA and the Privacy Act of 1974 prior to the LAR’s signing a HIPAA authorization (see VHA Handbook 1605.1).
NOTE:  (a) Disclosures required by VHA Handbook 1200.5 to be made to the subject by the investigator must be made to the subject’s surrogate.  (b) If feasible, the practitioner must explain the proposed research to the prospective research subject even when the surrogate gives consent.  Under no circumstances may a subject be forced or coerced to participate in a research study.
(e)  Please describe how you will ensure that the participant’s representatives are well informed regarding their roles and obligations to protect the person with impaired decision making capacity?  VA Handbook 1200.05requires you to provide descriptions of both the proposed research study and the obligations of the subject’s representatives (to determine what the subject would do if competent, or if the subject’s wishes cannot be determined, what they think is in the incompetent person’s best interest).      
(f)  Will you provide information (i.e., informed consent process and HIPAA authorization) to the subjects’ LARs that would ordinarily be required to be made to the subjects themselves if they had decision-making capacity?

 FORMCHECKBOX 
 No IRB cannot approve consent by the LAR.
 FORMCHECKBOX 
 Yes, describe     
(g)  The decision making capacity of some subjects may fluctuate (improve or worsen) or worsen.  Will you obtain re-consent (surrogate consent) from the appropriate representative if necessary or appropriate?
 FORMCHECKBOX 
 No.   This research cannot be approved for inclusion of this population at the VA.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Not applicable – decision making capacity of subjects will not fluctuate or worsen.  Justify:        
(h)  If an incompetent person is enrolled in your study by the appropriate surrogate, do you certify that you will not force or coerce the subject to participate if they resist participation?

 FORMCHECKBOX 
 No.   This research cannot be approved for inclusion of this population at the VA.
 FORMCHECKBOX 
 Yes, answer the questions below  
(h)(1) Describe how you will explain the research to the subject and obtain/document assent from the subject or justify why assent is not necessary:       
(h)(2) Describe procedures for respecting dissent      
(h)(3)  Describe additional safeguards as appropriate      
12.  Does your research include fetuses?
 FORMCHECKBOX 
 No.   Go to Question 13.

 FORMCHECKBOX 
 Yes.   This research cannot be approved for inclusion of this population at the VA.  Research in which the subject is a fetus, in-utero or ex-utero (including human fetal tissue) must NOT be conducted by VA investigators while on official duty, or at VA facilities, or at approved off-site facilities.  In vitro fertilization also must NOT be conducted.

13. Does your research include pregnant women?

 FORMCHECKBOX 
 No.   Go to Question 14.

 FORMCHECKBOX 
 Yes.   Answer (a) through (c).
(a) Describe the provisions to monitor risks:       
(b) Describe how subjects will be selected:      
(c) Describe how the informed consent process will be monitored.      
Examples: (a)  Overseeing the actual process by which individual consents required by this appendix are secured either by approving enrollment of each individual into the activity, or by verifying, perhaps through sampling, that approved procedures for enrollment of individuals into the activity are being followed, and  (b)  Monitoring the progress of the activity and intervening, as necessary, through such steps as visits to the activity site and continuing evaluation to determine if any unanticipated risks have arisen.  NOTE:  These determinations must be documented in the IRB minutes.   

You must also complete Addendum W: Involving Pregnant Women, Fetuses, or Neonates

http://irb.ufl.edu/docs/addw.doc 

14. Does your research include prisoners?

 FORMCHECKBOX 
 No.   Go to Question 15.

 FORMCHECKBOX 
 Yes.   The IRB CANNOT approve prisoners to be involved in research that involves the VA unless a waiver has been granted by the CRADO.   Contact the Research Service for additional information.

15. Does your research include children?

 FORMCHECKBOX 
 No.   Go to Question 16.
 FORMCHECKBOX 
 Yes. The IRB CANNOT approve children to be involved in research that involves the VA unless a waiver has been granted by the CRADO.  Contact the Research Service for additional information.

16.  Will biological specimens or data from this study be retained after the end of this study for future research not related to this study?
 FORMCHECKBOX 
 No.  Go to Question 17.
 FORMCHECKBOX 
 Yes.  Contact the VA Research Service for additional requirements for tissue or data banking.
For information on Tissue Banking, VISIT the ORD Website  at http://www.research.va.gov/programs/tissue_banking/default.cfm
For information on the “Use of Data and Data Repositories in VHA Research” see  VHA Handbook 1200.12 at http://www.research.va.gov/pride/policy/default.cfm 
17. Will your research involve collection of data from voice, video or photographs made for research purposes?
 FORMCHECKBOX 
 No.  Go to Question 18.
 FORMCHECKBOX 
Yes.  You must include the following information in the VA ICF:  A description of why photographs, or voice or video recordings are being taken for the research, who will have access to the photographs, or voice or video recordings and the disposition of the photographs, or voice or video recordings after the research is completed.
a. Will subjects be VA patients (inpatient or outpatient)?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, you must also include VA Form 10-3203 with your submission to the VA.When the research subject is a patient (either an inpatient or outpatient), the subject must sign VA Form 10-3203 to permit photographs or video and voice recordings that will be used for research purposes even if the IRB has waived the requirement for documentation of informed consent for research (VA Form 10-1086). Photography or recordings cannot occur prior to the patient’s granting such permission (VHA Handbook 1907.01).  When the research subject is a patient, the subject’s signed and dated VA Form 10-3203 must be placed into the medical record along with, if applicable, the signed and dated research informed consent form (i.e., VA Form 10-1086). The signed VA Form 10-3203 must be obtained and placed in the subject’s medical record, even if the IRB has waived documentation of informed consent for research.

18.  VHA requires each protocol to provide an information security plan.  Please answer 18a - 18n below.  Provide complete, detailed information.

a. Will any specially obtained software be used for this study?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, provide the name and source of the software, if a license is required and if so who will fund the license and if any data will be stored in temporary files on the computer’s hard drive      
b. Will any web applications be used in this study for purposes such as recruiting subjects, completing questionnaires, or processing data?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, provide any security features the web application employs      
c. Describe who will have access to the data, how they will access it and who will be responsible for the security of the information (anyone who has access to the data is responsible for its security i.e. PI and the research staff, entire department)      
d. Describe how research data will be collected or acquired (include information on data flow and/or data management processthat will be used during the course of the study)      
e. Describe precisely where the hard copy data, electronic data and specimens will be stored 
i. physical location include building and room #      
ii. network location/server name (e.g. vhacbarsch)       
iii. type of mobile storage device        
iv. describe how data/specimens will be secured      
f. Will any data be stored on the hard drive of a PC?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, describe PC encryption and measures to back-up data      
g. Will any mobile devices (PDA, Smart Phone, Flash Drive, external hard drive, etc) be used for this study?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, specify which mobile devices and describe encryption measures (i.e. VA-approved FIPS 140-2 validated encryption) and measures to back-up data      
h. Will  data be removed from the VA protected environment?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, provide the following information

Describe how data will be transported      
Describe methods of protecting the data while outside the protected environment      (Note:  If data will be shipped, it must be sent via common carrier and encrypted with FIPS 140-2 validated encryption if it is electronic and/or sent via delivery service with a chain of custory)
Describe plans to regularly back up and store electronic data within the VA protected environment      
i. Will data be transmitted electronically? 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, describe transmission security measures       (NOTE: VA sensitive data or information may only be transmitted using VA-approved solutions such as FIPS 140-2 validated encryption.

j. Will any VA information be returned to the VA?

 FORMCHECKBOX 
  N/A, VA information will not leave the VA.

 FORMCHECKBOX 
 No, describe plans for information that will not be returned to the VA      
Veterans Health Affairs (VHA) research records, including investigator’s research records, cannot be destroyed and must be retained until further notice.  When disposition instructions are published in VHA's Records Control Schedule (RCS 10-1), you will be notified. VA record retention requirements may be accessed at: http://vaww1.va.gov/vhapublications/
 FORMCHECKBOX 
 Yes, describe how the information will be returned to the VA      
(Note:  VA research data and information must be retained in accordance with the applicable VA Records Control Schedule (RCS).  Prior to destruction of research records, the PI should contact the Records Management Officer for current policy)

k. Describe what will happen to the data/samples when the research is completed (i.e. describe how data/samples will continue to be stored securely)?  (Data must be maintained according to the VA Record Control Schedule.)        
l. Describe how you will prevent access to research study data when study personnel are no longer part of the research team        
m. Describe how and to whom a suspected or confirmed loss of VA information will be reported        
n. Describe all entities or individuals outside VHA to whom the data is to be disclosed, and the justification for such disclosure and the authority (e.g., the HIPAA authorization)       
VA Investigator responsibilities are outlined in VHA Handbook 1200.05 paragraph 9  http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2326 

FYI:  Issues to be aware of when submitting to the VA R&D Committee
· Research laboratories may not report laboratory results to be used for diagnosis, treatment, and prevention of disease in patients, unless the research laboratories are properly accredited and meet all requirements of 42 CFR 493.
· If your study is VA funded (i.e. ORD) and will be conducted at sites that are not owned or leased by the VA (examples include Shands, Shands Jax, Brooks Rehab, private practices, etc), you must submit a Waiver to the ORD and receive approval for your research to be conducted at these sites.
· Non-veterans may be entered into VA approved research studies only under certain circumstances.  All regulations pertaining to the participation of veterans as research subjects including requirements for indemnification in case of research related injury pertain to non-veteran subjects enrolled in VA approved research.
· Obtaining and using the records must be in compliance with all VHA regulations and with the Standards for Privacy of Individually Identifiable Health Information (45 CFR Parts 160-164).

· Persons not employed by the VA can be given access to medical and other VA records for R&D purposes only within the legal restrictions imposed by such laws as the Privacy Act of 1974 and the Privacy act of 1974 and 38 U.S.C. 

· If someone other than the investigator conducts the interview and obtains consent, the investigator should formally delegate this responsibility and the person so delegated should have received appropriate training to perform this activity.

· The PI is responsible for informing Pharmacy Service that IRB and R&D Committee approval has been obtained.  See VHA Handbooks 1200.05 and  1108.04 for additional information on the use of investigational drugs in VA research. 

· VA Form 10-9012, Investigational Drug Information Record, or superseding forms must be provided to the pharmacy by the PI 
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