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ABSTRACT 


 


Principal Investigator:                                   


Proposal Title:
(limit=198 characters)         


                                                                                                                               
                          


 


a. Objective of the Proposal: (limit=445 characters)       


 
 
 
  


b. Research Plan: (limit=830 characters)         


 
 
 


 
     c.   Methodology: (limit=1105 characters)     


 


 


 


 


 d.  Findings, results or conclusions reached to date:         


  
 
 
 
                                                                                                                          (limit=332 characters)                       
 
 


                 
 
 
 
                Principal Investigator                                 Date


 
 
 


I certify that information provided on this form and any attached papers are true and complete to the best of my knowledge.
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CONFLICT OF INTEREST STATEMENT AND CERTIFICATION 
  


1. Name:        


2. Title of Research Study:        


3. Funding Source or Sponsor:        


4. Role (check one):      Principal Investigator       Co-Principal Investigator     


                                         Investigator                      Co- Investigator 


                                         Study Coordinator            Collaborator   


                                         Other:                           Consultant 
  


5. You are a:    VA Employee       on VA Contract       Without Compensation Appointment         Other: 


      


 Yes No 
6. Do you or your spouse and dependent children receive income other than Federal or 


university salaries that exceeded an aggregate of $10,000 in the last 12 months? 
      If yes, describe the source and reason for compensation:  
      


7. Do you or your spouse and dependent children have or expect to have patents, 
copyrights, royalties or business concerns related to the research being conducted? If 
yes,  please describe:   


    


      8. Do you or your spouse and dependent children hold a position as an officer, director, 
      trustee, general partner or owner of an equity interest in publicly and/or non-publicly 
      traded companies that do business in an area related to the investigator’s research?


 
 


                9.  Would you or your spouse and dependent children receive compensation that would be 
                    influenced by the outcome of this research? 


           


  


 


    


      


 April 2011


    


  


Certification of Review by Researcher: 
 
I certify that, to the best of my knowledge and belief, all of the information on this disclosure is true, correct, 
complete and made in good faith. I understand that false or fraudulent information on this disclosure may be 
grounds for not accepting the research proposal and may be punishable by fine or imprisonment (U.S. Code, Title 
18, section 1001). Furthermore, if my financial interest and arrangements, or those of my spouse and dependent 
children, change from the information provided above during the course of the study or up to one year following 
completion of this protocol, I will notify the R&D Committee promptly. 
 
Check          Signature:  /s/"type full name"                                                                                         Date 


  
 


 


   
    MIRB #_______ (Office USE ONLY) 


      


         







 


 


          
  
 
  
               


Certification of Review by COI Officer (For Office Use Only) 
 
Name:        


Title of Research Study:        
 
A financial conflict of interest:    has    has not been identified for this investigator on this research protocol. 
 
If a conflict of interest has been identified, the following actions are recommended: 
      
 
 
 
 


 
Signature of COI Officer  
  
 


 
 


Date 


 
Signature of R&D Committee Chairperson 


 


 
Date 
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CONFLICT OF INTEREST STATEMENT AND CERTIFICATION 
 
 
ALL INFORMATION CONTAINED IN THIS FORM MUST REMAIN CONFIDENTIAL AND MUST HAVE 
ONLY LIMITED DISTRIBUTION. 
 
This form must be completed, signed and submitted by each principal investigator, co-principal investigator, 
investigator, and study staff member.  Additionally, any collaborator  who plans to devote at least 5% percent 
effort to the proposed project must also complete the form.  The information will be used to determine if there 
is a perceived or real financial conflict of interest or if there is the potential for such financial conflicts of interest. 
The completed and signed document must he submitted to the R&D Office upon initial submission, continuing 
review, and when there is an addition to the study team. The form will be reviewed by the Dorn VA Medical 
Center Conflict of Interest Subcommittee.  
 
NOTE: If any questions below are answered in the affirmative, the conflicts must be managed with the 
assistance of the VA Regional counsel or in Central Office, the Office of the General Counsel. Further, even if 
no question is answered in the affirmative, your financial holdings or arrangements may still pose a conflict of 
interest within the meaning of Chapter 11 of Title 18, United States Code, and the Executive Branch 
Standards of Conduct at 5 CFR Part 2635. Compliance with the provisions in this handbook will not 
necessarily satisfy the requirements of these criminal and regulatory conflict of interest provisions. If you have 
questions regarding these requirements, you can contact your local Regional Counsel for assistance.  
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ESTIMATED BUDGET 
 
1. Investigator:       
                                                                                                                                                          
2. Title of Study:       
 
3.  Amount of Grant:        
                                                                                                                                                            
4.  Budget:       
                                                                                                                                                                                                                                                                                                       
5.  Personnel                 Role in Program                         % Effort    Hours Per Week         Dollar Amount                            
      
      
      
      


6.  Consultant Services:       


 


       Total:       


                                    


7.  Equipment:  (Please itemize):       


 
8.  Supplies:       
  
9. Other expenses 


a.  Subject payment: 


                                                                                                                                                                                                                        


 


      b. Travel: 
                                                                                                                                                                                   c. Reimbursement of hospital for clinical tests (Please itemize): 


                  


       d. Other:                                                                                       


                  


10.  Overhead:  (Indirect costs):           
          


 


GRAND TOTAL:       


 
                                                                                                        


 


*Please include any costs associated with care or evaluation/tests to be performed at the Dorn VA Medical Center keeping in mind that 
the research study may also be required to reimburse the Medical Center for non-Veterans (if applicable) and enrolled Veterans who 
would normally be billed (or their 3rd party payers). 
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Beginning April 14, 2003, HIPAA (Health Insurance Portability & Accountability Act) allows you to control how your private health information is used. You have been asked to participate in the study listed above. This form provides an explanation about the use and disclosure of your health information for this research and requests your permission to use and share your individual health information.



The purpose of this study is:      



An Informed Consent Form will be presented and explained to you separately for the research study and a separate signature will be requested before any research procedures begin.



Individual Health Information to be Used, Disclosed or Stored: By signing this document, you will authorize the Veterans Health Administration (VHA) to permit  the Principal Investigator and members of the research team to access the following information about you:



· Information about you that is created during the research study. This includes the results of lab tests and exams that become part of the study records, and information collected as part of interviews you have with the study staff and questionnaires you fill out during the study.



· Information in your medical record that is needed for the research study. This might include the results of past physical exams, diagnostic interviews, lists of medications you are currently taking, blood tests, diagnostic and medical procedures and your medical, social, and psychiatric history.



The information that will be released includes information regarding the following conditions:

		[image: ]Department of Veterans Affairs

		

		

		









WILLIAM JENNINGS BRYAN DORN VAMC (DVAMC), COLUMBIA SC, (544)

Authorization for Release of Protected Health Information for Research

		Participants Full Name:         

                 



		 Last 4 of SSN:    

		Date:



		Complete Study Title:







		Principal Investigator:













		April 2011

		IRB Approval Stamp 

		







|_| Drug Abuse

|_|Alcoholism or Alcohol



|_|Sickle cell anemia

|_|Testing for or infection with Human Immunodeficiency    Virus (HIV)



This permission to release your personal health information expires when the research ends and all required study monitoring is over. 



Parties Who May Receive or Use Your Individual Health Information:  The following people or groups will be conducting the Research Study or have the job of monitoring and regulating research and might have access to your health information as part of the study process.  These may include the Dorn VA Medical Center Institutional Review Board, the US Food and Drug Administration, the Government Accounting Office, the Office of Human Research Protection, the Office of Research Oversight, the Inspector General, the VA Research Compliance Officer and other VA research staff within the VA Hospital and/or at the University of South Carolina (when data is stored at USC).  If applicable, the sponsor and other entities hired by the sponsor may also need to look at your medical and study records.  These may include statisticians, monitors, other researchers and their institutional review boards at other sites.  (Please list these specifically, if applicable):       



Right to Refuse: If you do not sign this authorization, you will not be able to participate in the study. Your refusal to participate in this study as a result of not signing the authorization will not affect any benefits that you are entitled to or any treatment that you are receiving. 



Right to Revoke Your Authorization: You can revoke this authorization, in writing, at any time.  To revoke, complete the revocation letter.  Your request will be valid when it is received by the research team.  If you revoke this authorization, you will not be able to continue to participate in the study.  This will not affect your right as a Veterans Health Administration (VHA) patient to treatment or benefits outside the study.  If you revoke this authorization, the Principal Investigator, study sponsor & his or her research team can continue to use information about you that was collected before receipt of the revocation.  The research team will not collect information about you after you revoke the authorization.



Potential for Re-disclosure and Re-use:  The (VHA) complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy.   We will protect your information according to these laws.  Despite these protections, there is a possibility that your information could be used or re-disclosed and/or re-used by those listed in this authorization form in a way that it will no longer be protected.  



Our Notice of Privacy Practices (a separate document) provides more information on how we protect your information.  If you do not have a copy of the Notice, the research team will provide one to you.  While this study is being conducted, you will not be allowed to see research-related medical records about you that are created or obtained by the research team.  You will be able to see them again when the study is completed.  This will not affect your doctor’s ability to see your records as part of your normal health care.  A copy of your signed HIPAA Authorization Form will be placed in your medical record. 



You have read this form and were given the opportunity to ask questions.  If you have questions later, you can contact the Principal Investigator, at (   ) ___ - _____.  You will get a signed copy of this authorization form for your records.  You will also receive a copy of a revocation letter, which you can fill out and deliver/mail to us if you do not want us to use your information for this study anymore. Otherwise, you authorize us to use your identifiable information as described in this form. 

If signed by someone other than the research participant, state your authority to act for the subject:   





		



______________________________________________________ 

Signature of Research Participant             

		



___________

Date                              



		



______________________________________________________

Signature of Subject’s Legally Authorized Representative                    

		



___________

Date                            



		



______________________________________________________

Signature of Person Obtaining Authorization

		



___________

Date                             





























You may revoke this existing HIPAA authorization by completing this form.



Revoking an Authorization



This request applies to authorization that you completed for this research study. You may revoke this authorization by signing and dating this letter, and returning the completed form by mail or fax to:



Research Administrative Office 

Mail Stop 151

WJB Dorn VA Medical Center

6439 Garners Ferry Road

Columbia, SC 29209

Fax: 803-695-6829





1. I hereby revoke any and all authorizations to use and disclose my individually identifiable health information for research purposes.



2. I understand that as of the date this revocation is received, no more information may be collected, but the research team can continue to use information that was collected before this letter was received. 







____________________________________                                     ______________________

Signature of Participant			Date 
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VHA DIRECTIVE 2000-043: BANKING OF HUMAN RESEARCH SUBJECT’S SPECIMENS 
 


VHA Directive 2000-043, “Banking of Human Research Subject’s Specimens”, was published on November 6, 2000. This directive 
requires that all new Human Studies Research proposals comply with the following policies: 
 
1. Human biological specimens (blood, urine, tissues, organs, hair, nail clippings, cells, fluids, etc) collected under a VA-approved 


protocol are not considered to be “banked”, if: 
a. The specimens are used only for the specific purposes defined in the approved protocol, and  
b. The specimens are destroyed either when the specific use is complete, or at the end of the protocol. 
c. If the specimens are sent to another institution for defined testing, that institution must certify the destruction of the specimens in 
writing to the VA investigator. 


 
2. Human biological specimens collected under a VA-approved protocol are defined as “banked”, if the specimens are 


collected and stored for future research purposes. 
 
3. If human biological specimens are “banked” under a VA-approved protocol, then the following policies must be observed by the 


Principal Investigator: 
a. The “banked” specimens must be stored in a VA-Approved (on-site) or VA-Sponsored (off-site) “Tissue Bank”. 
b. Reuse of the “banked” specimens must be consistent with the Informed Consent under which the specimens were collected. 
c. If the “banked” specimens are analyzed at a non-VA institution, there must be a written agreement between the VA investigator 


and the non-VA institution to indicate that the specific analysis to be performed is consistent with the Informed Consent. The 
agreement must also specify that any remaining quantities of the specimens will be destroyed or returned to the VA 
investigator. 


d. The VA investigator storing the “banked” specimens must maintain a copy of the original Informed Consent under which each 
specimen was collected and a record on the use of the specimens and the name of the protocols under which they were used. 


e. Whenever possible, the data generated by the specimens and clinical data gathered from the research subjects should be linked 
by the VA investigator within the VA site of original approval. If this is not possible, the minimal amount of clinical data that 
must be shared off the VA site should not contain any VA patient identifiers. 


 
4. If human biological specimens will be “banked”, then the Informed Consent must comply with the following VA policies: 


a. If the specimens will be stored for future research, the research subject must be allowed to choose how the specimen will be used 
(any research, research only by the PI, genetic analysis etc). 


b. Whether the research subject will be notified of the results if specimens are reused for research? 
c. Whether the research subject will be re-contacted at any time after the original study is completed? 
d. Whether the research subject may request that the specimens and all links to the clinical data be destroyed (within a defined time 


period)? 
 


5. VA-Approved Tissue Bank: The ACOS/Research will maintain records of all research tissue banks at the local VA site.  
  VA-Sponsored Tissue Bank: The VA Chief Research and Development Officer must approve all off-site Tissue Banks. 


--------------------------------------------------------------------------------------------------------------------------------------- 
 
If you will establish a Human Research Subjects’ Bank of Specimens, then please supply the following information. 
 
A. Name of Principal Investigator:       
 
B. Title of Project:       
 
C. Location of Specimen Bank           Bldg./Room #       
             
 
I agree to comply with all the regulations in VHA Directive 2000-043. 
 
_________________________________                   
         Principal Investigator                    Date
 
 
 
 
 
 
 
 
 
 
April 2011 
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INVESTIGATION CHECK LIST 
HUMAN SUBJECT RESEARCH 


 


1. Risk/benefit: 
• What are the potential risks or harms for participants in this project?       


 
 
 
 


(Note: risks or harms can be physical, psychological, financial, social, or legal. They may involve 
breaches of confidentiality and privacy.)  


• Please describe procedures or monitoring activities designed to minimize risk.       
 
 
 
 


• What are the anticipated benefits, if any, to participants or to society from this study?  
 
 
 
 
 


2. Recruitment: 
• How will participants be identified and recruited? (ie. clinics, advertisements, etc.)          


 
 
 
 
Please provide clear documentation of methods used to obtain information on potential study participants. 
(Note: All advertisements, recruitment materials, study participant’s letters must be submitted for IRB 
review/approval).  
 


• If recruiting your own patients, what is your plan to minimize coercion and undue 
influence on study participants during screening and enrollment in the study?       
 
 
 
 


 
3. Payment to Participants:    
• Will participants receive payment for participation in this study? Yes   No 


        If yes, please indicate the amount of payment and substantiate the reason for payment.    
        (Ref: Paragraph 12 of VHA Handbook 1200.5). 
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4.     Vulnerable Populations:  
• Does the protocol involve the use of vulnerable participants including those with 


diminished decision-making capacity, mentally-ill, individuals in inpatient care for long-
term chronic illness, terminally ill individuals, students, employees? Yes    No  


                       If yes, highlight the vulnerable population justify the reason for inclusion and the safeguards 
                           you will use to protect the study participants from coercion and/or undue influence.        
 
 
 
               
                            
5.       Competent Populations:  


• Does the protocol involve the use of incompetent individuals or individuals with impaired 
decision-making capacity into the study?   Yes         No 


If yes, please justify: 1) how the research cannot be performed on competent study participants; 2) that 
there is no risk to the study participant, or if the risk exists, the direct benefit to the study participant is 
substantially greater; 3) if an incompetent study participant resists, he/she will not have to participate; 
and 4) if there is any question about the study participant’s competency, the basis for your decision on 
competency.       
 
 
 
 
 


6.     Non-Veterans:  
• Are you requesting to enroll non-Veterans in the study?   Yes       No 
• If yes, will any of these non-Veterans receive any type of care, evaluation, or test at the Dorn 


Veterans Affairs Medical Center? Yes     No     N/A  
 
      Note: Non-veterans can participate as research participants in intramural VA research, but only when a sufficient      
      number of Veteran-participants suitable for the study are not available. If approved for use of non-Veterans in your  
      study by the IRB, you will be required to supply the names of non-veterans, type of care and dates of care to the     
      Research & Development office on a quarterly basis. 
 
7.     Consent:  


• List the study team members that will conduct the informed consent discussion.       
 
 
 
 


• Please state qualifications of study members performing informed consent discussion.       
 
 
 
 


•  Specify the setting and circumstances of the consent discussion, the consent process, and 
the provision that will be in place to protect the privacy interests of participants during the 
informed consent process.           
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8.    Safety:  


• Is there a data safety monitoring board in place?  Yes    No     
If no, please detail your data safety monitoring plan (e.g., method for monitoring safety issues, including 
SAE monitoring/tracking [who will monitor/track], the frequency, etc.).        
 
 
 
 


• If there is no data monitoring board in place, are there plans to institute a data monitoring 
board?  Yes    No     
 


• If applicable, how will you manage information from participating sites that might be relevant 
to participant protection (i.e. reports of problems, interim results)? Describe how that 
information will be conveyed to the IRB.       
 


 
 
 
 
9.   Privacy: (please note: PHI-Protected Health Information)  


• Will participants be contacted from existing PHI? Yes    No 
• Does the study require the use of existing PHI from a database, medical records, or 


research records?  Yes      No 
• What type of data will be received by the PI? (check all that apply) 


o De-identified - Without any identifiers that could link the data to a specific 
participant (Data must be de-identified in accordance with HIPAA and Common 
Rule criteria. See the Privacy Officer, Lisa Boxton, for details. Please note, if data 
is coded, it is not considered de-identified) 


o Identified - Linked to a specific participant by identifiers sufficient to identify 
participants (see HIPAA and Common Rule criteria) 


o Coded -Linked to a specific participant by code rather than a direct identifier.  
If you checked “coded”, please specify who will maintain the link or code and 
who will have access to the link or code.       
 
 
 
 
 


• Will biological specimens be de-identified?  Yes      No     N/A   
• If yes, please describe the procedures you will use, to include at what point in the 
 process that the specimens will be de-identified.       


 
 
 
 


• Please list the procedures/provisions to ensure the privacy of study participants/data 
 obtained from study participants.        
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• Who will have access to the study data?       
 
 
 
 
10.    Serious Adverse Events and Unanticipated Adverse Events and Problems:  


• How will you report serious adverse events and unanticipated adverse events and 
problems?       


 
 
 
 
 
 
 
 
 
 
 
11.   Investigational Drugs/Devices: 


• Does this study involve investigational drugs or a new indication of a currently approved 
drug?   


YES       If yes, name of drug and IND#:       
  NO       If no, please comment.      


 
 


 
 
(FDA documentation is required for both)  


• For all FDA approved drugs used for an unapproved use, describe the unapproved use. 
      
 
 
 


• Will the drugs be stored in and dispensed from the Dorn VAMC Investigational 
Pharmacy?  Yes    No   


• Does this study involve investigational devices?   
       Yes    No   


If yes, name of device and IDE#:       
     Significant Risk?    Non-Significant Risk? 
  (Please attach sponsor documentation of rationale for risk level.)  
 
12.    FDA Approved Drugs/Devices: 


• Does this study involve commercially available drug(s)/device(s)?       
 Yes      If yes, name of drug(s)/device(s) and include any company data:       
 No 


 
 


13.    Biohazard/Tissue:    
• Will biohazards, radioisotopes, or recombinant DNA be used in the study?    Yes    No  
• Will bio samples be collected?                 Yes    No   
• Will tissue banking occur in the study?     Yes        No   


                   If yes, proposed location of tissue banking:         
      


 
                                                                                                                                           
Principal Investigator                                                                                                  Date:  


 I certify that information provided on this form and any attached papers are true and complete to the best of my knowledge.


Date:                                                                                                  
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RESEARCH AND DEVELOPMENT INFORMATION SYSTEM
PROJECT DATA SHEET


CONTROL NUMBER
(Leave blank)


1. HEALTH CARE
    FACILITY NO.


4. SOCIAL SECURITY NO.2. LOCATION (City, State) 3. PRINCIPAL INVESTIGATOR (Last, First, M.I., Degree)


5. STATUS IN PROJECT 6. PROJECT NUMBER 7. TYPE OF REPORT


01 AWARDEE (Recipient of Award)


INITIAL FINALPROGRES02 NOT AWARDEE, BUT RESPONSIBLE VA
     INVESTIGATOR


8. PROJECT TlTLE (Do Not Exceed 142 Spaces)


9. HAS PROJECT TITLE CHANGED SINCE LAST REPORT?


NOYES


10. CO-PRINCIPAL INVESTIGATOR(S) NAME, DEGREE(S) AND SOCIAL SECURITY NO. (Maximum of 2)


1. 2.


FUNDING CODE


_ _ _ _ - _ _ - _ _ _ _ _ _ 


11. FUNDING AND ADMINISTRATION (See codes on instruction sheets)


ADMIN. CODENAME IF "OTHER"


1.


2.


3.


12. PROJECT USES (Each item must have a response)


NOHUMAN SUBJECTS YES NO YESNO RADIOISOTOPESYESINVESTIGATIONAL


INVESTIGATIONAL DEVICES NOBIOHAZARDS YESYES NOANIMAL SUBJECTS NO YES


13. RESEARCH FOCUS: (Mark yes only if the major reason for the research project is to study the particular topic)


NOYESFEMALES YES NOAGENT ORANGE (DIOXIN) PRISONERS OF WARYES NO


14. KEYWORDS (MeSH terms only; minimum three, specify up to eight)


1. 5.


2. 6.


3. 7.
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15. ABSTRACT (See Form Packet)
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INSTRUCTIONS FOR COMPLETING VA FORM 10-1436 - PROJECT DATA SHEET


GENERAL:


A Project Data Sheet (VA Form 10-1436) is required (M-3, Part I, Change 4) for research involving VA
facilities, resources, employees, or patients. An initial Project Data Sheet must be submitted within 15 days
after the initiation of the project.  A Progress report must be submitted annually thereafter.


If the principal investigator (or co-principal investigator) has not completed an Investigator Data Sheet (Page
18 -VA Form 10-5368) at this medical center, a completed Investigator Data Sheet must be returned with this
Project Data Sheet.


Projects funded by Cooperative Studies are reported only by the Study Chairperson. HSR&D Field Programs
are reported only by the HSR&D Field Program Director. For projects with co-principal investigator(s), submit
only one Project Data Sheet, arbitrarily designating one co-principal investigator as principal investigator
responsible for completing the Project Data Sheet. Report the remaining co-principal investigator(s) in item 10.


SPECIFIC ITEMS:


Principal/Co-Principal Investigator--All Principal Investigators (and Co-Principal Investigators)
must have a VA appointment. If the Principal Investigator of the project does not have a VA
appointment, but if a portion of the project is to be done at the VA by a VA investigator, enter
the VA investigator as the Principal Investigator and code item 5 (below) as "02".Only one
name is to be entered in this space.


Item 3:


Item 5: Status of PI in Project--Mark "02" only if you are not the recipient of the grant or award or not
the initiator of the project.


Item 6: Project Number--Each project must have a 4 digit project number.


Item 8: Project Title--Do not exceed 142 spaces.


Project Title Change--If the project title has changed since last report, mark "YES." A title
change is permissible ONLY if there is NOT a change in funding source(s) (see item 12).


Item 9:


Item 10: In the case of Co-Principal Investigators, list one as Principal Investigator in item 1. Do not
enter the names of Co-Investigators or anyone who does not have a VA appointment.


Item 11: Funding and Administration--Funding and Administrative codes are on the back of this page. It
is possible to designate up to three funding sources and administrative codes for a single
project. Do NOT, however, use a generic title for your research projects and designate multiple
funding sources for your overall effort. Keep projects separate.


Item 14: Key words are checked against the Medical Subject Heading (MeSH) index which is maintained
by the National Library of Medicine. A list of these terms is located in the Research Office or
the VA library.
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FUNDING SOURCE CODES


[03] = Dept of Defense [15] = Food and Drug Admin [27] = Natl Science Foundation
[05] = Dept of Education [17] = Health Resources & Svcs Admin [29] = Rehabilitation Svcs Admin
[07] = Dept of Energy [19] = Natl Inst of Occupational Safety [35] = U.S. Public Health Service
[09] = Dept of Health & Human Services [21] = Natl Aeronautics & Space Admin [99] = Other (Specify Name)
[11] = Dept of Labor [23] = Natl Center for Health Svcs Rsch
[13] = Environmental Protection Agency        [25] = Natl Library of Medicine


[03] = Natl Cancer Institute [23] = Natl Inst of Nursing
[05] = Natl Eye Institute [25] = Natl Inst on Aging
[07] = Natl Heart, Lung, & Blood Institute [27] = Natl Inst on Alcohol Abuse and Alcoholism
[09] = Natl Inst of Allergy and Infectious Disease [29] = Natl Inst on Arthritis
[11] = Natl Inst of Child Health & Human Development [31] = Natl Inst on Deafness & Other Common Disorders
[13] = Natl Inst of Dental Research [33] = Natl Inst on Drug Abuse
[15] = Natl Inst of Diabetes, Digestive & Kidney Disease [35] = Natl Inst on Mental Health
[17] = Natl Inst of Environmental Health Sciences [37] = Division of Research Resources
[19] = Natl Inst of General Medical Sciences [43] = NIH - Institute not known at present
[21] = Natl Inst of Neurological & Communicative Disorders


[01] = Affiliated University [05] = Local Government [09] = Foreign Government
[03] = Private Donor [06] = State Government [99] = Other (Specify Name)


[01] = A.H. Robbins [29] = E.R. Squibb [54] = Marion [79] = Rorer
[03] = Abbott [31] = Eli Lilly [56] = McNeil [81] = Ross
[05] = Adria [33] = G.D. Searle [58] = Mead Johnson [83] = Sandoz
[07] = Alpha Therapeutic [34] = G.H. Besselaar [60] = Merck Sharpe & Dohme [84] = Schering
[08] = American Cyanamid [36] = Genetech [62] = Merrell-Dow [85] = Smith Kline
[09] = Ayerst [38] = Glaxo [64] = Miles [87] = Sterling-Winthrop
[11] = Beecham [40] = Hoechst-Roussei [66] = Norwich Eaton [89] = Stuart
[13] = Boehringer Ingelheim [42] = Hoffman-La Rouche [68] = Organon [91] = Syntex
[15] = Boots [44] = Hybritech [70] = Ortho [93] = Upjohn
[17] = Bristol-Meyers [46] = Janssen [73] = Parke-Davis [95] = Warner-Lambert
[19] = Burroughs Wellcome [48] = Knoll [75] = Pfizer [97] = Wyeth
[21] = Ciba-Geigy [50] = Lederle [76] = Purdue Frederick [99] = Other (Specify Name)
[25] = Dupont [52] = Lorex [78] = Roche


2. National Institutes of Health (Enter "91" followed by Item Code: eg, National Eye Institute = 9105)


[02] = Research Advisory Group (Prog 821; CC 103) [09] = Other Designated Research (Prog 821; CC 109
[03] = Merit Review (Prog 821; CC 103) [22] = Rehabilitation R&D (Prog 822)
[06] = Special Research Initiatives (Prog 821; CC 106) [23] = Agent Orange and Related Herbicides (Prog 823)
[07] = Cooperative Studies (Prog 821; CC 107) [24] = Health Services R&D (Prog 824)
[08] = Career Development (Prog 821; CC 108)


[01] = No Funding (Funding Code is "0000") [05] = DVA - General Post Funds
[02] = DVA funds (Funding Code begins with "90") [06] = DVA - Private Research Corporation
[03] = DVA - Reimbursed from another Federal Agency [07] = Affiliated University
[04] = DVA - Direct grant [08] = Other Agency


3. Other Federal Government Agency (Enter "92" followed by Item Code: eg, Department of Energy = 9207)


4. Academic Institution, Private Donor, or Other Government (Enter "93" followed by Item Code)


5. Private Proprietary Company (Enter "97" followed by Item Code: eg, Eli Lilly = 9731)


6. Voluntary Agencyor Foundation (Enter "98" followed by Item Code: eg, March of Dimes = 9855)


7. None(Enter 0000)


ADMINISTRATIVE CODES


VA FORM
JUN 1989


1. Department of VeteransAffairs (Enter "90" followed by Item Code: eg, Career Development = 9008)


[03] = Alzheimer’s Dis & Related Dis Assoc [27] = Council for Tobacco Research [63] = National Dairy Council
[05] = American Cancer Society [31] = Cystic Fibrosis Foundation [67] = Natl Fndn Ileitis & Colitis
[09] = American Diabetes Association [33] = Deafness Research Fndn [71] = National Kidney Foundation
[11] = American Fed for Aging Research [37] = Dermatology Foundation [75] = Natl Multiple Scierosis Society
[13] = American Heart Association [39] = Disabled American Veterans [79] = Paralyzed Veterans of America
[15] = American Kidney Fund [43] = Epilepsy Foundation [83] = Robert Wood Johnson Fndn
[17] = American Legion [47] = Juvenile Diabetes Fndn [87] = Smokeless Tobacco Res Council
[19] = American Lung Association [51] = Lupus Foundation [91] = Spinal Cord Society
[21] = American Narcoiepsy Assoc [55] = March of Dimes [95] = VA Private Research Corp
[23] = Arthritis Foundation [59] = Muscular Dystrophy Association [99] = Other (Specify Name)
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		Location: Columbia, SC

		Principal Investigator: 

		Awardee: Off

		Not Awardee: Off

		Project Number: 

		Initial Report: Off

		Progress Report: Off

		Final Report: Off

		Project Title: 

		Title Change - YES: Off

		Title Change - NO: Off

		Co-Prinicipal 1: 
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Information for Pathology and Laboratory Medicine Service
 


Protocol Title:  


Principle Investigator: 


Special Notes: 


   


1.  Type of Laboratory Testing  (CBC, Urinalysis, etc.): 


 


 


2. Length of Study (months): 


 


3. Frequency of Testing (daily, weekly, monthly, etc.): 


 


4. Extent of Laboratory Involvement: 


 


5. Quantity of Testing to be Provided (i.e. How many patients will be tested?   


 


 


6. How many times will each patient be tested?): 


 


7. Special Handling Requirements (Ship to:, etc., if applicable): 


 


8. Special Equipment or Supply Requirements: 
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General Guidelines and Instructions for Completing the Informed Consent Form 



Delete this guidance from this template PRIOR to submitting your final draft of the informed consent form for IRB and R&D Committee review.



The Headers and Footers on this document must be completed carefully. 



NOTE: The Header and Footer for page 1 is different than the Header and Footer for page 2. The Header and Footer for page 2 automatically continue for subsequent continuation pages; therefore, you will not need to change the Header or Footer following your insertions on page 1 and page 2. 



DO NOT CHANGE ANY HEADER OR FOOTER FONTS, USE BLACK COLOR, AND DO NOT CHANGE ANY FONT SIZE IN THE HEADERS AND FOOTERS.



Any portion of this VHA Form 10-1086 Template that is done in blue or red text is instruction to the principal investigator and research team on how to write the informed consent form. BLUE AND RED  TEXT MUST BE EITHER REMOVED, and/or correct information must be entered PRIOR TO SUBMITTING THE INFORMED CONSENT for R&D review. 



DO NOT USE ANY TEXT COLOR OTHER THAN BLACK in the final version of the informed consent. 



DO NOT CHANGE THE FONT (Times New Roman). 



DO NOT CHANGE THE FONT SIZE (12). 





















DO NOT CHANGE THE INFORMED CONSENT FORM ELEMENT SECTIONS BELOW.



Within each paragraph, information should be stated VERY SIMPLY AND CLEARLY. It is recommended that the language be understandable at the sixth-grade reading level.   Please use lay terms whenever possible. If technical terms must be used, they should be explained in lay terms via parenthetical references and/or parenthetical definitions. 



Upon agreement to participate in the study, the ORIGINAL copy of the informed consent form MUST  be placed in the patient’s research record. A copy of the signed informed consent form MUST always be given to the participant or the legally authorized representative (LAR).



Except for the SIGNATURE SECTION and the RESEARCH PARTICIPANT’S RIGHTS which must be done entirely in first person format, the other sections of the informed consent form may be written in second person, as long as all sections are 

internally consistent and any change in person is not confusing for the participants. 



A statement regarding participant financial responsibility should be included. That statement should precisely detail who will bear the responsibility of cost of participation (e.g., will all cost of participation in the study be paid by the investigator and/or sponsor, and/or will there be some cost to the participant; if participants are to be given remuneration for expenses, detail the arrangements for that remuneration).



Abbreviations may be used following the first reference in the document being spelled out thoroughly at the first usage. For example, William Jennings Bryan Dorn Veterans Affairs Medical Center (DVAMC), Veteran’s Health Administration (VHA), Institutional Review Board (IRB), etc. If needed, please contact the Research and Development (R&D) Administration office, 803-776-4000 ext 6825, 6632, and/or 6005 for guidance on abbreviations.



Please use the Signatures/Date section precisely as it appears on this template.























(Required Elements of Disclosure)

DESCRIPTION OF RESEARCH BY INVESTIGATOR



1. INTRODUCTION  AND PURPOSE:   a statement that the study involves research, an explanation of the purposes of the research and the expected duration of participation.  



2. ELIGIBILITY TO PARTICIPATE:  A description of the procedures to be followed to identify those being included or excluded for research purposes.



3. DESCRIPTION OF STUDY PROCEDURES - Identification of any procedures that are experimental. Outline in chronological order the procedures to be followed giving sufficient detail for participant to understand the full extent of his/her participation. If the study involves routine medical care as well as investigative procedures, explicitly state what will be done as routine care and what part of the procedures will be carried out for the sole purpose of the research.



4. Risks of Participation: A description of any reasonably foreseeable risks or discomforts to the participant including, for example, privacy risks (legal, employment, and social). List all risks in order of severity, frequency, and possible duration. 

Note:  Risks that do not result from the research, but that result solely from treatments of services that have been designated in the IRB-approved protocol to be the responsibility of the health care provider, should not be described in the consent form.  Include language advising subjects to review the risks from such clinical treatments or services with their health care provider(s).



5. BENEFITS OF PARTICIPATION: A description of any benefits to the participant, or to others, which may reasonably be expected from the research. If there are none, say so.



6. OTHER TREATMENT AVAILABLE, ALTERNATIVES TO PARTICIPATION : A disclosure of appropriate alternative procedures or courses of treatment, if any that might be advantageous to the participant. If there were no alternative procedure, the alternative would be to not participate in the study and this should be stated in the consent form.



7. COMPENSATION STATEMENT As appropriate, a statement regarding any payment the participant is to receive and how the payment will be made. Include amount and specific payment schedule. State how participants will be paid (cash at each visit; check by mail, etc). Payment should accrue as the study 























progresses and should not be contingent upon the participant completing the study. If participants are not to be compensated, then state so, e.g., “You will not be paid for participating in this study.  



Participants will not be required to pay for care received in a VA research project. If you are responsible to pay a co-payment for medical care and services provided by the VA, these copayment requirements will continue to apply to all medical care and services provided by the VA that are not part of this study. However, no charges will be made for medical services, including transportation furnished as part of a VA-approved research study.



8. INDEMNITY: The VA will provide any necessary medical treatment should you be injured by participation in this study and you will be treated for the injury within this VA facility, with limited exception, at no cost to you.  This also pertains to non-veteran participants enrolled in VA-approved research who sustain a research-related injury.  Exceptions would be situations where this facility would not be capable of furnishing the care required.  This requirement does not apply to treatment for injuries that result from non-compliance by a research participant with study procedures.



9. VOLUNTARY PARTICIPATION

EXAMPLE STATEMENT OF VOLUNTARY PARTICIPATION: Your participation in the study is voluntary.  Refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled.  You have the right to discontinue participation and/or withdraw from the study at any time without penalty or loss of benefits to which you are otherwise entitled.  If you decide to withdraw from the study, simply notify INSERT BOLD PRINCIPAL INVESTIGATOR NAME, MAILING ADDRESS AND DAYTIME AND 

EMERGENCY/EVENING CONTACT PHONE NUMBER(S) AND EXTENSION(S) HERE. (ALWAYS BOLD CONTACT INFORMATION AT EACH OCCURRENCE).  Your decision to participate or withdraw from this study will have no effect on your current or future Veterans Health Administration (VHA) benefits or disability rating or the care and treatment you receive at the DVAMC.  

. 



































You have a right to privacy, and all information that will be collected for this study will be treated confidentially.  Your medical information, such as information about your general health and your answers to the questions on the questionnaires will be kept confidential.  The research team may report a summary of the research findings at professional meetings or in professional papers.  Your information will be reported as part of the entire group of people who complete the study.  Only group information will be presented so that none of your personal information and answers will be identified.





(NOTE: additional elements of the Informed Consent that are study specific may be required and include:

(a) a statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable;

(b) anticipated circumstances under which the participant's participation may be terminated by the investigator without regard to the participant's consent; 

(c) any additional costs to the participant that may result from participation in the research;

(d) the consequences of a participant's decision to withdraw from the research and procedures for orderly termination of participation by the participant; 

(e) A statement that significant new findings developed during the course of the research which may relate to the participant's willingness to continue participation will be provided to the participant; 

(f) the approximate number of participants involved in the study;

(g) information if the subject will be re-contacted for future research whether within VA or outside VA;

(h) if specimens will be retained after the end of the study for future research, include information regarding where the specimens will be retained, who will have access to them, and how long they will be retained;

(i) if any of the data will be retained after the study for future research, include information regarding where the data will be stored and who will have access to the data;

(j) if applicable, state that the investigator believes that the human biologic specimens obtained could be part of, or lead to the development of, a commercially valuable product.





































10. RESEARCH PARTICIPANT’S RIGHTS  VERBATIM STATEMENT of RESEARCH PARTICIPANT’S RIGHTS: I have read, and/or I have had read to me all of the above.  I have been able to ask questions and I have had them answered.  I have been told of the risks or discomforts and possible benefits of the study.  I understand that I do not have to take part in the study and that my refusal to take part in the study will involve no penalty or loss of rights to which I am entitled.  I may withdraw from this study at any time without penalty of loss of VHA, DVAMC and/or other benefits to which I am entitled.



The results of this study may be published, but my records will not be revealed unless required by law.



I REALIZE I HAVE NOT RELEASED THIS INSTITUTION FROM LIABILITY FOR NEGLIGENCE.  IF I AM INJURED IN ANY WAY BY MY PARTICIPATION IN THIS STUDY, 

APPLICABLE FEDERAL LAWS MAY OR MAY NOT ALLOW ME TO RECEIVE COMPENSATION FOR THOSE INJURIES.



11. CONTACT PERSONS

VERBATIM STATEMENT of CONTACT PERSONS SECTION: In case there are medical problems or questions, I understand that I can contact INSERT BOLD PRINCIPAL INVESTIGATOR NAME, MAILING ADDRESS AND DAYTIME AND EMERGENCY/EVENING CONTACT PHONE  

NUMBER(S) AND EXTENSION(S) HERE.  If any medical problems occur in connection with this study, the DVAMC will provide emergency care.



If I have questions about the informed consent or my rights as a research participant, I can contact: the  Dorn VAMC Institutional Review Board (IRB) INSERT BOLD IRB CHAIR NAME, Research Office (151), 6439 Garners Ferry Rd., WJB Dorn VAMC, Columbia SC, 29209, 803-776-4000, ext 6005.  If I wish to speak with someone not directly involved in the research to discuss problems, concerns, questions, complaints, obtain information or offer input about my participation in the research I can contact: INSERT BOLD ACOS-R NAME HERE, Research Office (151), 6439 Garners Ferry Rd., WJB Dorn VAMC, Columbia SC, 29209, telephone 803-776-4000, ext. 6670).



I HAVE HAD MY RIGHTS AS A RESEARCH PARTICIPANT EXPLAINED TO ME AND I WILLINGLY AGREE TO JOIN THIS STUDY.  I have had the study explained to me, what it is about and how and why it is being done.  I will receive a signed and dated copy of this consent form.





























SIGNATURES/DATES

I have been given a chance to ask questions about this research study.  These questions have been answered to my satisfaction.  I agree to participate in this study.  I have received (or will receive) a copy of this form for my own records.  My signature below indicates that I wish to participate in this research study.





_____________________________	   	____________________________________     

Print Name of Participant			Signature of Participant 			Date

                                       	      			           

_________________________________________________________			

Print Name of Legally Authorized Representative (if applicable)		          	 



______________________________________________________			     

Signature of Legally Authorized Representative (if applicable)		           		 Date





___________________________________	_________________________________  _________

Print Name of Person Obtaining Consent	Signature of Person Obtaining Consent	 Date

















*************************************************************************************

To be completed by the person obtaining consent:

Please initial to indicate you have given the research participant a copy of the Volunteering 

in Research brochure with the Patient Research Advocate contact information attached.                    

*************************************************************************************

Additional comments:  _________________________________________________________________

 (
SUBJECT’S IDENTIFICATION (I.D. plate of give name - last, first, middle)
   updated APRIL 2011
)

			

			











                                                                                                                                                                           Initials____________

                                                                                                                                                                                                                    



		VA FORM    	  INSERT VERSION AND DATE HERE

		10-1086

Participant’s Initials _______



VA FORM  									INSERT VERSION AND DATE HERE

10-1086  updated APRIL 2011




C. RECONSTITUTION DIRECTIONS


6. SOURCE OF DRUG (If other than manufacturer or sponsor)1. TITLE OF STUDY


2. RESPONSIBLE INVESTIGATOR (Individual who signed Form FD-1573)


3. PRINCIPAL INVESTIGATOR (If different than responsible investigator)


7. THERAPEUTIC CLASSIFICATION AND EXPECTED THERAPEUTIC
    EFFECT(S)


4. ALL DESIGNATIONS FOR DRUG (Generic and chemical, code, trade-names, other
    designations)


8. DOSAGE FORMS AND STRENGTHS


9A. IS THIS DRUG A CONTROLLED SUBSTANCE?


YES NO (If "Yes," complete Item 9B)


9B. CLASSIFICATION5. MANUFACTURER OR OTHER SPONSOR


10. STABILITY AND STORAGE REQUIREMENTS
A. PRIOR TO MIXING, STORAGE SHOULD BE (Check applicable box(es))


OTHER
(Specify)AT ROOM TEMPERATURE IN REFRIGERATOR IN FREEZER PROTECTED FROM LIGHT


B. AFTER MIXING, DRUG REMAINS STABLE IN REFRIGERATOR FOR (Check appropriate box and enter quantity)


MINUTES HOURS DAYS


11. DRUG ADMINISTRATION PROCEDURES


I.V. INFUSIONORAL


13. USUAL DOSAGE RANGE12B. ROUTE12A. DRUG ADMINISTERED BY (Also complete Item 12B)


B. PROFESSIONAL NURSEA. PHYSICIAN ONLY
14. KNOWN SIDE EFFECTS AND TOXICITIES


15B. NAME OF INDIVIDUAL WHO HAS CODE DESIGNA-
        TION


I5A. DOUBLE BLIND? 15C. TELEPHONE NUMBERS
DAYTIME EVENING


(If "YES" complete
Items 15B and 15C)YES


16. SPECIAL PRECAUTIONS (Include drug interactions (synergisms, antagonisms), contraindications, etc.)


17. ANTIDOTE


18. STATUS (Check one)


COMMERCIALLY AVAILABLEPHASE IIINVESTIGATIONAL


PHASE I PHASE III 0THER (Specify)


19. NAMES OF AUTHORIZED PRESCRIBERS
A. B.


C. D.


DATE 22. PATIENT IDENTIFICATION (I.D. plate or give name - last, first, middle20. SIGNATURE OF RESPONSIBLE OR PRINCIPAL INVESTIGATOR


21. APPROVED BY
A. SUBCOMMITTEE ON HUMAN STUDIES


DATE21A. SIGNATURE OF CHAIRPERSON


B. RESEARCH AND DEVELOPMENT COMMITTEE


DATE21B. SIGNATURE OF CHAIRPERSON


10-9012VA FORM
NOV 1989


I.V.PUSH


NO


SUPERSEDES EXISTING STOCK OF VA FORM 10-9012, AUG 1982,                                                                   April 2011
WILL BE USED.


INVESTIGATIONAL DRUG INFORMATION RECORD


B. ADMINISTRATION DIRECTIONSA. ROUTES OF ADMINISTRATION
(Check appropriate box(es))





		5 MANUFACTURER OR OTHER SPONSOR: 

		9B CLASSIFICATION: 

		B ADMINISTRATION DIRECTIONS: 

		C RECONSTITUTION DIRECTIONS: 

		12B ROUTE: 

		13 USUAL DOSAGE RANGE: 

		14 KNOWN SIDE EFFECTS AND TOXICITIES: 

		15B NAME OF INDIVIDUAL WHO HAS CODE DESIGNA TION: 

		17 ANTIDOTE: 

		A: 

		B: 

		C: 

		D: 

		Study Title: 

		SOURCE OF DRUG: 

		RESPONSIBLE INVESTIGATOR: 

		THERAPEUTIC CLASSIFICATION AND EXPECTED THERAPEUTIC EFFECTS: 

		ALL DESIGNATIONS FOR DRUG: 

		DOSAGE FORMS AND STRENGTHS: 

		hrs: 

		min: 

		daytext: 

		PRINCIPAL INVESTIGATOR: 

		no1: Off

		daytime: 

		evening: 

		SPECIAL PRECAUTIONS: 

		date3: 

		controlled sub y: Off

		frig: Off

		freezer: Off

		no light: Off

		other: Off

		mincheck: Off

		hrs check: Off

		day check: Off

		oral: Off

		iv push: Off

		iv infuse: Off

		rn: Off

		temp: Off

		status other specify: 

		md: Off

		db y: Off

		db n: Off

		investigational: Off

		phase 1: Off

		phase 2: Off

		phase 3: Off

		commercial: Off

		status other: Off








 


 


 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  


2. DEGREE:  3. SSN: N/A 1. NAME:  


5. VA TITLE:       


4. CID:       


 
Yes                 No NOT APPLICABLE 


 FULL-TIME 


 PART-TIME: 


 CONSULTANT 


 VA FUNDS OTHER THAN R&D 


 MEDICAL RESEARCH (PROGRAM 821) FUNDS 


 HSR&D (PROGRAM 824) FUNDS 


 REHAB R&D (PROGRAM 822) FUNDS 


 COOPERATIVE STUDIES (PROGRAM 825) FUNDS 


 NOT SALARIED BY VA 


  


  


 


 


 


  


  


 


CONTRACT  WOC 


  


 


  


  


PRINCIPAL  INVESTIGATOR
    


 
          Date


DEPARTMENT OF VETERANS AFFAIRS 
RESEARCH AND DEVELOPMENT INFORMATION SYSTEM 


PRINCIPAL INVESTIGATOR DATA 
  


6. UNIVERSITY APPOINTMENT: 


a. Academic Rank 
 (Enter code from Table 5a) Code (Enter name of Academic Rank; if code= 00, skip to Item 5) 


b. University Administrative Title 
 (Enter code from Table 5b) Code (if code= 99, enter name of University Administrative Title) 


c. University Department 
 (Enter name) 


d. Department Section/Division 
 (If applicable, enter name of Section or Division) 


e. University Name 
 (Enter name of University) 


7. DIPLOMATE STATUS, BOARD CERTIFIED: 
 (See instructions, item 6) 


8. SPECIALTY: 
(Enter code from Table 7) Code   (if code= 99, enter name of Specialty) 


9. SUBSPECIALTY: 
 (Enter code from Table 8) Code   (If code= 99, enter name of Subspecialty) 


10. VA EMPLOYMENT: 
(Check one) HR/WK (If Part-Time, enter hr/wk.) 


11. VA SALARY SOURCE: 
 (Check one) 


12. VA HOSPITAL SERVICE: 
 (Enter code from Table 11) Code   (If code= 99, enter name of VA Hospital Service) 


13. VA HOSPITAL SECTION: 
 (If applicable, enter name of Hospital Section) 


14. PRIMARY RESEARCH INTEREST: 
 (Enter code from Table 13-14) Code  (If code= 99, enter name of Primary Research Interest) 


15. SECONDARY RESEARCH INTEREST: 
 (Enter code from Table 13-14) Code (If code = 99, enter name of Secondary Research Interest) 


 


VA FORM 10-5368 
Jan 1997           


            I certify that information provided on this form and any attached papers are true and complete to the best of my knowledge.
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1. As the Principal Investigator and my research staff including other investigators, research coordinators, and assistants have 
completed an educational course on: 
 


 Overview of Good Clinical Practice & Human Subjects and the
      


 Good Clinical Practice  
through Collaborative IRB Training Initiatives (CITI)


 
. 


2. All research personnel who perform independent clinical activities as part of their research activities: 
 


a. are credentialed and privileged to provide those activities by the standard  
      credentialing and privileging process of the facility. Yes  No  Comments  


 
b. have these credentials documented in VetPro. Yes  No  Comments  


 
3. All research personnel not included in #2 above: 
 


a. have had a background check by Human Resources (HR), their credentials confirmed and their competency reviewed.       
Yes  No   Comments  


 
b. have a position description, functional statement, or scope of work established and a record of such maintained and 


available for review.                                                                                                                                                                  
Yes  No   Comments  


 
c. have been affirmed by HR or re: nurses and pharmacists by their respective professional standards boards as qualified to 


fulfill requirements of their position description, functional statement, or scope of work.                                                      
Yes  No   Comments  


 
4. Licensed individuals have had their license confirmed within the past year and will have them re-confirmed annually.                             
    Yes  No  Comments  
 
5. As the PI, I am aware that research cannot be conducted without IRB and R&D Committee approvals. Discipline action will be 
   taken in the case of non-compliance.  
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6. As the PI, I am aware that I will be held responsible for ethical breaches in the conduct of my research and these problems may 
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7. All Adverse Events and Serious Adverse Events have been and/or will be reported to the Institutional Review Board (IRB) 
    within mandated timeframes.  
    Yes  No   Comments  
 
8. As the PI, I am aware that all projects will have annual Continuing Review of  the study.                                                                       
    Yes  No   Comments   
 
 
  As the PI, I certify that I have the clinical competency, privileging (where appropriate), qualifications, and research experience to


safely perform tasks related to the study.  I agree to abide by these parameters and all applicable hospital policies and regulations. 
    
                                                                                                                              
Principal Investigator
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Resource Contacts 
Privacy Officer (PO) Name 
           


E‐Mail Address
           


Phone Number
           


Information Security Officer (ISO) Name 
           


E‐Mail Address
           


Phone Number
           


Research Compliance Officer (RCO) Name 
           


E‐Mail Address
           


Phone Number
           


Records Management Officer (RMO) Name 
           


E‐Mail Address
           


Phone Number
           


Study Information 
Principal Investigator (PI) Name 
           


E‐Mail Address
           


Phone Number
           


Study Title 
           


Protocol Number (if available)
           


Study Contact Name 
           


E‐Mail Address
           


Phone Number
           


Check all of the following that apply to this submission:
Purpose of Submission: 


 New Protocol           Continuing Review*       Amendment          Only  change is adding study personnel.  If so, answer questions 1 and 23 & proceed to Signature Section
                                              *If there are no changes to disclose with the continuing review, answer questions 1 and 23 & proceed to Signature Section      


   Only change is study personnel have been removed from the study.  If so, answer questions 38 and proceed to Signature Section 
 


 Change in data collection/use/storage/transmission/disposition    Change in HIPAA Authorization     Change in VA Informed Consent      Change in Data Use Agreement   
 
Enrollment Status: 
   Open                         Closed          
 
Funding Source:  
    None                         VA/Coop Study           NIH or Other Government Agency         Private Funding.  Specify:                               
 
Data Use Information: 


 Business Associate Agreement exists            Data Use Agreement exists                        Videos, pictures or audio recordings will be obtained                        
 


 Study will require a contractor who will have access to VA sensitive data.  Specify contractor and services:                                               
 
  


 


Department of Veterans Affairs 
Checklist for Reviewing 


 Privacy, Confidentiality and Information Security in Research 
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Check any of the following HIPAA identifiers that may be collected and recorded during the course of the study:


 Names  Social security numbers or scrambled SSNs  Device identifiers and serial numbers
 E‐mail addresses  Medical record numbers URLs (Universal Resource Locator)
 All elements of dates (except year) associated 


with an individual & any age over 89.   
Specify:            


Health plan beneficiary numbers IP addresses (Internet Protocol)


 Telephone numbers  Account numbers Biometric identifiers including finger and voice print
 Fax numbers  Certificate or license numbers Full face photographic images and any comparable images 
 All geographic subdivisions smaller than state.  


Specify:            
Vehicle IDs and serial numbers including license 


plate numbers 
Other unique identifying number, characteristic or code  


Specify:             
Instructions for completing the following sections of the checklist, if applicable:
 
Each of the items listed must be discussed fully in the study application.  Where requested, please select the applicable source document and enter the page number.  The 
choices for source document are:   
 


A. Application 
B. HIPAA Authorization 
C. Request for HIPAA waiver of authorization 
D. VA Informed Consent 
E. Request for waiver of VA Informed Consent 
F. Attachment to Application.  If applicable, please identify the specific attachment 
G. Data Use Agreement or Data Transfer Agreement 
H. Protocol 
I. Other   Specify 


 
If the answer is N/A (not applicable, no response will be expected in source code or page number fields.  Additional sources may be indicated in the text field provided.


 
Privacy and Confidentiality Requirements 


Column To Be Completed by Principal Investigator or Study Team Member  These Columns To Be Completed by Privacy Officer 
 Based on Review of Source Documents 


  Requirement Met  Not Met Comments
1  Privacy Training: All study staff are up‐to‐date with VHA Privacy Policy Training.


(Ref: VHA Handbook 1200.05, ¶61a and VHA Handbook 1605.1, ¶3(4))    
 Yes              No            


 


2  Privacy Interests:  Provisions have been made to protect the privacy interests of subjects and the 
protection of research data.  (Ref:   VHA Handbook 1200.05, ¶ 10j and VHA Handbook 1605.1, ¶ 14b)   
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 







Page 3 of 9                                                                                                                                                                                                   (April 2011)     
 


3  Data Use: There is a statement in the IRB submission package or protocol regarding how data will be 
used by each VA and non‐VA entity that will have access.   
(Ref:   VHA Handbook 1200.05, ¶10j and VHA Handbook 1606.1 ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


  HIPAA Authorization   
4  Consistency:  The HIPAA authorization contains similar language as the application, protocol and 


informed consent with regard to the protected health information to be used or disclosed, entities to 
whom information will be disclosed, expiration of authorization, and purpose.  
(Ref:  VHA Handbook 100.05, ¶9k.) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


5  Subject Identity:  The HIPAA authorization has a place for the subject’s identity, i.e. name.
(Ref:   VHA Handbook 1605.1, ¶14b.) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


6  Description of Information:  The protected health information to be used or disclosed is 
specifically listed on the HIPAA authorization.  Note:  If HIV, sickle cell anemia, drug and/or 
alcohol abuse treatment information will be disclosed, it must be specifically stated in the 
HIPAA Authorization. (Ref:  VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


7  Authorization to Use or Disclose:  The HIPAA authorization identifies the people and 
organizations authorized to make the requested use or disclosure.  
(Ref: VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


8  Recipient Identification:  The HIPAA authorization identifies to whom the information will be 
disclosed or released for use. (Ref:   VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


9  Description of Purpose:  The HIPAA authorization includes a description of each purpose for 
which the information will be used or disclosed.  A statement such as “for research purposes” 
is sufficient, though a more thorough description is preferred.  If the study will eventually 
close, but the data will remain in a repository, the authorization should cover both events. 
(Ref:   VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            
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10  Expiration:  The HIPAA authorization includes a date or event that explains when the 
authorization expires.  “End of the research study” is sufficient for III in research.  “None” is 
sufficient for III including for the creation and maintenance of a research database or 
research repository. (Ref:  VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


11  Signature and Date:  The HIPAA authorization contains the signature line of the subject as 
well as the date signed.  If subjects who are incompetent or lack decision making capacity will 
be included, a signature line for the person legally authorized in writing by the individual (or 
the individual’s legal guardian) to act on behalf of the individual, (i.e. power of attorney) is 
listed.  (Ref:  VHA Handbook 1605.1,  ¶¶5b and 14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


12  Right to Revoke:  The HIPAA authorization includes a statement that the subject has the right 
to revoke the authorization in writing, except to the extent that the entity has acted in 
reliance on it. (Ref : VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


13  How to Revoke:  The HIPAA revocation statement includes a description of how the subject 
may revoke the authorization, i.e. to whom it should be submitted.  
(Ref:  VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


14  Conditioning:  The HIPAA authorization includes a statement that treatment, payment, 
enrollment, or eligibility for benefits cannot be conditioned on the subject completing the 
authorization, but participation in the study may be conditioned on the subject signing the 
authorization. (Ref VHA:  Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


15  Data Protection and Re‐disclosure:  The HIPAA authorization includes a statement that 
individually identifiable health information disclosed pursuant to the authorization may no 
longer be protected by Federal laws or regulations and may be subject to re‐disclosure by the 
recipient. (Ref:  VHA Handbook 1605.1, ¶14b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


  Waiver of HIPAA Authorization  
16  Minimal Risk Justification:  The waiver of HIPAA authorization is justified because the use of 


information includes no more than minimal risk to the privacy of the subjects.  If so, the 
requirements in 16a, 16b and 16c below must be met.   (Ref:  VHA Handbook 1200‐05,  ¶37b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            
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16a  Written Assurance of Protection:  The request for waiver of HIPAA authorization provides
adequate written assurance that the requested information will be protected from improper 
use and disclosure and 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 HIPAA 
Privacy Rule.  (Ref:  VHA Handbook 1200‐05,  ¶37b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


16b  Protection of Identifiers:  The request for waiver of HIPAA authorization provides an 
adequate plan to protect the identifiers from improper use and disclosure.  
(Ref:  VHA Handbook 1200‐05,  ¶37b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


16c  Destruction of Identifiers:  The request for waiver of HIPAA authorization provides an 
adequate written 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.(Ref:VHA Handbook 1200‐05,  ¶37b)
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


17  Need for Information:  The request for waiver of HIPAA authorization explains why the 
research could not practicably be conducted without access to and use of the requested 
information. (Ref:  VHA Handbook 1200‐05,  ¶37b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


18  Need for Waiver:  The request for waiver of HIPAA authorization explains why the research 
could not practicably be conducted without the waiver. (Ref:  VHA Handbook 1200‐05,  ¶37b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


19  Description of PHI:  The request for waiver of HIPAA authorization includes a brief description 
of the protected health information. (Ref:  VHA Handbook 1200‐05,  ¶37b) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


20  USC 7332 Information:  If the waiver of HIPAA authorization is for the use of 38 USC 7332
information (applicable to drug abuse, alcohol abuse, HIV infection, and sickle cell anemia 
records), there is assurance in writing that the purpose of the data is to conduct scientific 
research and that no personnel involved may identify, directly or indirectly, any individual 
patient or subject in any report of such research or otherwise disclose patient or subject 
identities in any manner.   (Ref:  38 U.S.C. 7332(b)(2)(B)) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            
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21  Specimens:  The study states whether specimens will be labeled with identifiable or de‐
identified information. (Ref:  VHA Handbook 1200.05,  ¶53) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


22  De‐Identification of Data:  The research protocol indicates that data will be de‐identified and 
the method described truly de‐identifies the data according to VHA Handbook 1605.1, 
Appendix B, Paragraph 2a (document statistical determination) or Paragraph 2b (removal of 
all 18 individually‐identifiable information).  (Ref:  VHA Handbook 1200.05, ¶37b) 
Check all that apply:  


 De‐identified information is provided to PI by the research team who has access to IIHI 
per a HIPAA authorization or waiver of authorization 


 De‐identified information is provided by PI who has access to IIHI to his/her research 
team 


 De‐identified information is to be sent to non‐VA research team member (i.e. statistician) 
 De‐identified information will be disclosed to a non‐VA party listed below: 


           
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


 
Information Security Requirements 


Column To Be Completed by Principal Investigator or Study Team Member 
These Columns To Be Completed by Information Security 


Officer Based on Review of Source Documents 
  Requirement Met  Not Met Comments


23  Information Security Training:  All study staff are up‐to‐date with Information Security 
Awareness Training and Rules of Behavior.  
(Ref:  VA Directive 6500, ¶2a(5) and ¶3f(2) and VA Handbook 6500, Appendix D, ¶AT‐2)  


 Yes              No            


     


24  Software:  The study identifies specially obtained software that will be used, the source of 
the software, whether a license will be required, who will fund the license as well as any data 
that will be stored in temporary files on the computer’s hard drive. (Ref:  VA Handbook 6500, 
Appendix D, ¶¶SA‐6 and SA‐7) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


25  Web Applications:  The study identifies any web application, as well as its security features, 
that will be used for such purposes as recruiting subjects, completing questionnaires or 
processing data. (Ref: VA Directive & Handbook 6102 and VA Directive and Handbook 6502.3) 
 Source Choose an item.                   Page Number                               N/A       
Additional sources            
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26  Data Flow:  The study includes a description of the data collection, data flow and/or data 
management process that will be used during the course of the study.  
(Ref:  VHA Handbook 1200.05, ¶10j) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


27  Data Security Plan:  Study describes how electronic data as well as paper records will be 
secured. (Ref:  VHA Handbook 1200.05, ¶10j) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


28  Data on a Hard Drive:  The study identifies whether VA research data will be stored on the 
hard drive of a PC.  If so, it is considered VA best practice to encrypt the PC.  
(Ref:  VHA Handbook 1200.05, ¶10j) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


29  Mobile Devices:  The study states that all mobile devices will be encrypted and that the 
encryption is FIPS 140‐2 validated.  Note:  All mobile/portable devices and media and any 
information transmitted to and from a wireless device must be protected with VA approved 
encryption technology that is FIPS 140‐2 validated.(Ref: VA Handbook 6500, App D, ¶AC‐19) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


30  Storage Location:  The study identifies precisely where data and specimens will be stored, i.e. 
physical site, network location/server name (e.g. vhacbarsch), type of mobile storage device, 
building and room, etc.(Ref:VHA Handbook1200.05, ¶10j, VA Handbook 6500, App D, ¶Ac‐19) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


31  Removal of VA Sensitive Information from the VA Protected Environment:  The study states 
whether or not research data is intended to be removed from the VA protected environment.  
(Ref:  VHA Handbook 122.05, ¶10j and VA Handbook 6500, Appendix D, ¶AC‐19) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


32  Protection of Media Stored at Alternate Site:  If the study team plans to store VA sensitive 
information outside the VA protected environment, the study indicates by what method it 
will be protected. (Ref: VHA Handbook 1200.05, ¶10j,VA Handbook 6500, App D, ¶PE‐17) 
 Source Choose an item.                   Page Number                               N/A       
Additional sources            


 


33  Data Transmission:  The study states how sensitive electronic information will be securely 
transmitted.  Note:  VA sensitive data or information may only be transmitted using VA‐
approved solutions such as FIPS 140‐2 validated encryption. 
(Ref:  VA Handbook 6500, App D, ¶MP‐1) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            
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34  Data Backup:  The study indicates that mobile storage devices do not contain the only copy of 
research information.  Original electronic VA research data stored on a mobile device or 
outside the VA protected environment will be backed up regularly and stored securely within 
VA’s protected environment. (Ref:  VA Handbook, Appendix D, ¶AC‐19) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


35  Shipping Data:  Study indicates whether sensitive research data that must be sent via 
common carrier will be encrypted with FIPS 140‐2 validated encryption if it is electronic and 
will be sent via delivery service with a chain of custody.  
(Ref:  VA Handbook 6500, Appendix D, ¶AC‐19  and VA Directive 6609)  
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


36  Data Return:  The study includes a statement regarding what VA information will be returned 
to the VA, how the information will be returned to the VA, or plans for its destruction.  Note:  
VA research data and information must be retained in accordance with the applicable VA 
Records Control Schedule (RCS), which is a set of rules established by the Federal government 
that states when Federal agencies are allowed to dispose of records.  Prior to destruction of 
research records, the PI should contact the Records Management Officer for current policy.  
(Ref:  RCS 10‐1, VHA Handbook 1200.12, ¶¶9‐10) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


37  Data Destruction:  The study includes a description of the methods that will be used to 
destroy data at the end of its life cycle.  Note:  If the protocol states information will not be 
returned to the VA, the protocol must state how and when the information will be destroyed.  
See note above in Question 37.  (Ref:  VHA Handbook 1200.12, ¶¶9‐10 and RCS 10‐1) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


38  Termination of Data Access:  The study states that removal of access to research study data 
will be accomplished for study personnel when they are no longer part of the research team. 
(Ref:  VA Handbook 6500, Appendix D,  ¶AC‐2) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            


     


39  Incident Reporting:  In accordance with VA policy, procedures are in place for reporting 
incidents, i.e. theft or loss of data or storage media, unauthorized access of sensitive data or 
storage devices or non‐compliance with security controls.  (Ref: VHA Handbook 1200.05, ¶10j 
and VA Handbook 6500,  Appendix D, ¶AC‐19, ¶PL‐4, ¶IR‐1, ¶IR‐6) 
Source Choose an item.                   Page Number                               N/A       
Additional sources            
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Privacy Officer Approval 
This section to be completed by the Privacy Officer Met or N/A Not Met Comments


40  Has the IRB approved the study?   
41  If applicable, does the HIPAA authorization comply with content requirements?  
42  If applicable, has the IRB or Privacy Board approved the waiver of HIPAA Authorization? (If 


yes, answer questions 42a‐42f) 
 


42a  Does the IRB or Privacy Board memo or other documentation include the date of and 
approval of request for waiver of HIPAA authorization?  Note: The documentation may also 
be found in the IRB minutes or in the IRB approval memo for the research study. 


 


42b  Is the IRB or Privacy Board identified in the memo/ letter?  
42c  Does the IRB or Privacy Board memo or other documentation state it has determined that 


the waiver of HIPAA authorization satisfies all criteria under Questions 16 through 19?  
Note:   A simple statement as to compliance with criteria by the IRB is not sufficient.  Each 
question must be addressed in the memo or other documentation. 


 


42d  Does the IRB or Privacy Board memo or documentation state that alteration or waiver of 
authorization has been reviewed and approved under either normal (at a convened 
meeting) or expedited review procedures? 


 


42e  Has the memo or other documentation been signed by the IRB or Privacy Board Chair or 
other designated voting member? 


 


 


Comments Section  Use this section for additional comments by the study team. 
 
 


 


Signature Section 
As the Principal Investigator on this study, I have read the above document and agree the information contained herein is correct. 


 
Signature or E‐signature of Principal Investigator                  Date            
 


I have reviewed this study for compliance with VA and VHA privacy and confidentiality policy and offer the following input. 


 
Signature or E‐signature of Privacy Officer                               Date            Study Complies With Policy       Recommend Changes as Stated Above 
 


I have reviewed this study for compliance with VA information security policy and offer the following input.  


 
Signature or E‐signature of Information Security  Officer     Date             Study Complies With Policy       Recommend Changes as Stated Above 
Note:  This checklist should become part of the IRB protocol file in accordance with VHA Handbook 1200.05, paragraph 38. 





		Privacy Officer PO Name: Lisa Boxton

		EMail Address: lisa.boxton@va.gov

		Phone Number: (803) 776-4000 x7692

		Information Security Officer ISO Name: Trimaine McFadden

		EMail Address_2: trimaine.mcfadden@va.gov

		Phone Number_2: (803) 776-4000 x6907

		Research Compliance Officer RCO Name: Trina Boyce

		EMail Address_3: trina.boyce@va.gov

		Phone Number_3: (803) 776-4000 x4036

		Records Management Officer RMO Name: position vacant

		EMail Address_4: position vacant

		Phone Number_4: position vacant

		Principal Investigator PI Name: 

		EMail Address_5: 

		Phone Number_5: 

		Study Title: 

		Protocol Number if available: 

		Study Contact Name: 

		EMail Address_6: 

		Phone Number_6: 

		Continuing Review: Off

		Amendment: Off

		Only change is adding study personnel If so answer questions 1 and 22  proceed to Signature Section: Off

		New Protocol: Off

		Only change is study personnel have been removed from the study If so answer questions 37 and proceed to Signature Section: Off

		Change in data collectionusestoragetransmissiondisposition: Off

		Change in HIPAA Authorization: Off

		Change in VA Informed Consent: Off

		Change in Data Use Agreement: Off

		Open: Off

		Closed: Off

		None: Off

		VACoop Study: Off

		NIH or Other Government Agency: Off

		Private Funding Specify: Off

		Business Associate Agreement exists: Off

		Data Use Agreement exists: Off

		Videos pictures or audio recordings will be obtained: Off

		Study will require a contractor who will have access to VA sensitive data Specify contractor and services: Off

		Check any of the following HIPAA identifiers that may be collected and recorded during the course of the study: 

		undefined: Off

		Social security numbers or scrambled SSNs: Off

		Device identifiers and serial numbers: 

		undefined_2: Off

		undefined_3: Off

		undefined_4: Off

		undefined_5: Off

		All elements of dates except year associated: Off

		undefined_6: Off

		IP addresses Internet Protocol: Off

		undefined_7: Off

		undefined_8: Off

		Biometric identifiers including finger and voice print: Off

		undefined_9: Off

		undefined_10: Off

		Full face photographic images and any comparable images: Off

		All geographic subdivisions smaller than state: Off

		Vehicle IDs and serial numbers including license: Off

		Other unique identifying number characteristic or code: Off

		CommentsRow1: 

		NA: Off

		NA_2: Off

		NA_3: Off

		NA_4: Off

		NA_5: Off

		NA_6: Off

		NA_7: Off

		NA_8: Off

		NA_9: Off

		NA_10: Off

		NA_11: Off

		NA_12: Off

		NA_13: Off

		NA_14: Off

		NA_15: Off

		NA_16: Off

		NA_17: Off

		NA_18: Off

		NA_19: Off

		NA_20: Off

		NA_21: Off

		NA_22: Off

		Specimens The study states whether specimens will be labeled with identifiable or de: Off

		Check all that apply: Off

		per a HIPAA authorization or waiver of authorization: Off

		team: Off

		undefined_11: Off

		Deidentified information will be disclosed to a nonVA party listed below: Off

		that will be stored in temporary files on the computers hard drive Ref VA Handbook 6500: Off

		processing data Ref VA Directive  Handbook 6102 and VA Directive and Handbook 65023: Off

		NA_23: Off

		NA_24: Off

		NA_25: Off

		NA_26: Off

		NA_27: Off

		NA_28: Off

		NA_29: Off

		NA_30: Off

		NA_31: Off

		NA_32: Off

		NA_33: Off

		NA_34: Off

		NA_35: Off

		NA_36: Off

		Text1: 

		Dates: 

		Geographic: 

		Other unique id: 

		Combo Box2: [Choose an Item]

		Text2: 

		AddS2: 

		Text3: 

		Combo Box4: [Choose an Item]

		Combo Box5: [Choose an Item]
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		Combo Box7: [Choose an Item]
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		Combo Box12: [Choose an Item]
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		Text27: 

		Text28: 

		Text29: 

		Text30: 

		Text31: 

		Text32: 

		Text33: 

		Text9: 

		Text34: 

		Text35: 

		Text36: 

		Text37: 

		Text39: 

		Text38: 

		AddS9: 

		AddS10: 

		AddS12: 

		AddS13: 

		AddS14: 

		AddS15: 

		AddS16: 

		AddS11: 

		AddS16b: 

		AddS16c: 

		AddS17: 

		AddS18: 

		AddS19: 

		AddS20: 

		AddS21: 

		AddS22: 

		AddS24: 

		AddS25: 

		AddS26: 

		AddS27: 

		AddS28: 

		AddS29: 

		AddS30: 

		AddS31: 

		AddS32: 

		AddS16a: 

		AddS34: 

		AddS35: 

		AddS36: 

		AddS37: 

		AddS38: 

		AddS33: 

		AddS39: 

		Check Box26: Off

		Check Box2: Off

		Check Box3m: Off

		Check Box4m: Off

		Check Box5m: Off

		Check Box6m: Off

		Check Box7m: Off

		Check Box8m: Off

		Check Box9m: Off

		Check Box10m: Off

		Check Box11m: Off

		Check Box12m: Off

		Check Box13m: Off

		Check Box14m: Off

		Check Box15m: Off

		Check Box16m: Off

		Check Box16am: Off

		Check Box16bm: Off

		Check Box16cm: Off

		Check Box17m: Off

		Check Box18m: Off

		Check Box19m: Off

		Check Box20m: Off

		Check Box21m: Off

		Check Box22m: Off

		Check Box23m: Off

		Check Box24m: Off

		Check Box25m: Off

		Check Box26m: Off

		Check Box27m: Off

		Check Box28m: Off

		Check Box29m: Off

		Check Box30m: Off

		Check Box31m: Off

		Check Box32m: Off

		Check Box33m: Off

		Check Box34m: Off

		Check Box35m: Off

		Check Box36m: Off

		Check Box37m: Off

		Check Box38m: Off

		Check Box39m: Off

		CommentsRow2: 

		CommentsRow8: 

		yn1: Off

		yn23: Off

		CommentsRow9: 

		CommentsRow11: 

		CommentsRow12: 

		CommentsRow13: 

		CommentsRow14: 

		CommentsRow15: 

		CommentsRow16: 

		CommentsRow16a: 

		CommentsRow16b: 

		CommentsRow16c: 

		CommentsRow17: 

		CommentsRow18: 

		CommentsRow19: 

		CommentsRow20: 

		CommentsRow21: 

		CommentsRow22: 

		CommentsRow23: 

		CommentsRow24: 

		CommentsRow25: 

		CommentsRow26: 

		CommentsRow27: 

		CommentsRow28: 

		CommentsRow29: 

		CommentsRow30: 

		CommentsRow31: 

		CommentsRow32: 

		CommentsRow33: 

		CommentsRow10: 

		CommentsRow34: 

		CommentsRow35: 

		CommentsRow36: 

		CommentsRow37: 

		CommentsRow38: 

		CommentsRow3: 

		CommentsRow4: 

		CommentsRow5: 

		CommentsRow6: 

		CommentsRow7: 

		CommentsRow39: 

		CommentsRow40: 

		CommentsRow42: 

		CommentsRow42b: 

		CommentsRow42c: 

		CommentsRow42d: 

		CommentsRow41: 

		CommentsRow42e: 

		CommentsRow42a: 

		Check Box40: Off

		Check Box41: Off

		Check Box42: Off

		Check Box42a: Off

		Check Box42c: Off

		Check Box42d: Off

		Check Box42e: Off

		Comments1pg9: 

		Datepg9 1: 

		Datepg9 2: 

		Datepg9 3: 

		PO1: Off

		ISO1: Off








 
 
 


RESOURCE IMPACT (staff, services, supplies) STATEMENT FOR R&D PROPOSALS 
 


* VA Service potentially impacted by this study must be consulted.  The completed and signed Impact 
Statement must be attached with every proposal application. 
 
Will the conduct of the study cost the VA above standard treatment?    Yes    No    N/A           
If “yes,” arrangements must be made for reimbursing the VA for this additional cost. Detail those arrangements 
on the Impact Statement.  
 
PROPOSAL TITLE:            
PRINCIPAL INVESTIGATOR NAME:         
 
The following services will be impacted by care over and above standard of care for the research procedures listed below 


and should be reimbursed as follows:  
PHARMACY:  ________________________________________________           
               Date 


                  Formulary     
Set-up fee (one time):    $500.00                                              Non-Formulary        
 
Other fees: 
                          
                  


 Comments:      
 


 
   
PATHOLOGY & LABORATORY:  _________________________________________         
                             Date 


Other fees: 
                          
                  


 Comments:      


 
  
 
ACUTE HOSPITAL SERVICES: ___________________________________________          
                                   Date 


 
Other fees: 
                          
                  


 
Comments:       
 
 


Check if there is 
no impact   


Check if there is 
no impact   


Check if there is 
no impact   


 
 
RADIOLOGY: __________________________________________              
      Date 


Other fees: 
                          
                  


 
Comments:      


Check if there is 
no impact   


 
RESOURCE IMPACT CODE SHEET (CLICK)
 


April 2011







 
 


 


 


 
 
PRIMARY CARE SUBSPECIALTY MEDICINE: _________________________________________           
                                                                                                                                                                                Date 


Other fees: 
                          
                  


 


Comments:      
 
 
   


OTHER, PLEASE LIST:   
 


Service Line:      
 


Type Service Chief Name:
 


___________________________________________               
 Service Chief Signature         Date 


 
Cost to be reimbursed: 


                          


                  


 


Comments:       
 
 


   
 


 
 
 
 
 
 


Check if there is 
no impact   


 
 
 
 
 
PRINCIPAL INVESTIGATOR’S SERVICE CHIEF (Type NAME):        
 


 
_____________________________________________           


Service Chief Signature                           Date 
 


 
*I CERTIFY THAT THE ABOVE IS TRUE AND ACCURATE ACCORDING TO THE SPECIFIED PROPOSAL 
AND VA STANDARD OF CARE.  


 
 


 
Principal Investigator                                                           Date:


 
       I certify that the information provided on this form and any attached papers are true and complete to the best of my knowledge.


April 2011
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Radiology 
CMAC Cost – 10% Rates 



CPT CODE Exam CMAC CHARGE CMAC - 10% 
78464 Nuc Med (SPECT) Single 289.73 260.76 
78465 Nuc Med (SPECT) Multiple 466.42 419.78 
78472 Nuc Med Stress Test 231.96 208.76 
70544 MRI Head without contrast 433.29 389.96 
70545 MRI Head with contrast 433.29 389.96 
70546 MRI Head w & w/o contrast 832.86 749.57 
70547 MRA Neck without contrast 433.29 389.96 
70548 MRA Neck with contrast 433.29 389.96 
70549 MRA Neck w & w/o contrast 832.86 749.57 
70551 MRI Brain without contrast 446.85 402.17 
70552 MRI Brain with contrast 536.11 482.50 
70553 MRI Brain w & w/o contrast 947.74 852.97 
71555 MRA Chest w or w/o contrast 462.43 416.19 
72141 MRI Cervical Spine without contrast 452.48 407.23 
72142 MRI Cervical Spine with contrast 542.89 488.60 
72146 MRI Thoracic Spine without contrast 493.79 444.41 
72147 MRI Thoracic Spine with contrast 542.55 488.30 
72148 MRI Lumbar Spine without contrast 488.17 439.35 
72149 MRI Lumbar Spine with contrast 536.21 482.59 
72156 MRI Cervical Spine w & w/o contrast 957.70 861.93 
72157 MRI Thoracic Spine w & w/o contrast 957.70 861.93 
72158 MRI Lumbar Spine w & w/o contrast 947.85 853.07 
72159 MRA Spinal Canal w or w/o contrast 506.05 455.45 
72198 MRA Pelvis w or w/o contrast 464.74 418.27 
73225 MRA Upper Extremity w or w/o contrast 461.57 415.41 
73725 MRA Lower Extremity w or w/o contrast 462.79 416.51 
74181 MRI Abdomen without contrast 444.46 400.01 
74182 MRI Abdomen with contrast 531.57 478.41 
74183 MRI Abdomen w & w/o contrast 939.24 845.32 
74185 MRA Abdomen w or w/o contrast 461.75 415.58 
70450 CT Head or Brain without contrast 198.96 179.06 
70460 CT Head or Brain with contrast 243.75 219.38 
70470 CT Head or Brain w & w/o contrast 297.71 267.94 
70490 CT Soft Tissue Neck without contrast 219.23 197.31 
70491 CT Soft Tissue Neck with contrast 255.48 229.93 
70492 CT Soft Tissue Neck w & w/o contrast 306.16 275.54 
70496 CTA Head w & w/o contrast 439.23 395.31 
70498 CTA Neck w & w/o contrast 439.56 395.60 
71250 CT Chest without contrast 253.25 227.93 
71260 CT Chest with contrast 296.20 266.58 
71275 CTA Chest w & w/o contrast 504.33 453.90 
72193 CT Pelvis with contrast 284.92 256.43 
74160 CT Abdomen with contrast 290.29 261.26 



 
 
 
 
 
 
 
 











 
Pathology/Lab 
CMAC Cost – 10% 



  Assay CPT Code CMAC Price CMAC-10% 
Albumin 82040 6.29 6.19 
Alocohol, Ethyl (Ethanol) 82055 13.73 13.63 
Alkaline Phosphatase 84075 6.57 6.47 
ALT, (Alamine Aminotransferase) 84460 6.73 6.63 
Amylase, Serum 82150 8.24 8.14 
AST, (Transaminase-SGOT) 84450 6.56 6.46 
Bilirubin, Direct 82248 6.38 6.28 
Bilirubin, Total 82247 6.38 6.28 
BUN, Serum, (Urea Nitrogen) 84520 5.01 4.91 
Calcium, Serum 82310 6.55 6.45 
Chloride, Serum, Urine 82435 5.83 5.73 
Cholesterol 82465 5.53 5.43 
Cholesterol - HDL (High Density Lipoprotein) 83718 10.40 10.30 
Cholesterol - Calculated LDL (included in HDL)    
CK, Total, (Creatine Kinase) 82550 8.27 8.17 
CO2 (Carbon Dioxide) 82374 6.21 6.11 
Creatinine Clearance 82575 12.00 11.90 
Creatinine, Serum 82565 6.51 6.41 
Creatinine, Urine 82570 6.51 6.41 
Gamma GT, (GGT) 82977 9.15 9.05 
Glucose, CSF, Serum 82947 4.98 4.88 
Iron 83540 8.23 8.13 
Iron Binding Capacity 83550 11.10 11.00 
Lactic Acid 83605 13.57 13.47 
LD, Total, (Lactate Dehydrogenase) 83615 7.67 7.57 
Lipase 83690 8.75 8.65 
Lithium 80178 8.40 8.30 
Magnesium, Serum 83735 8.51 8.41 
Osmolality, Serum 83930 8.40 8.30 
Osmolality,  Urine 83935 8.66 8.56 
Phosphorus 84100 6.03 5.93 
Potassium, Serum 84132 5.83 5.73 
Potassium, Urine 84133 5.46 5.36 
Protein, CSF or Urine 83873 21.86 21.76 
Protein, Total, Serum 84155 5.02 4.92 
Sodium, Serum 84295 6.11 6.01 
Sodium, Urine 84300 6.18 6.08 
Triglyceride 84478 7.31 7.21 
Uric Acid, Serum 84555 5.74 5.64 
Liver Function Tests (T.P./Alb/T.Bili/D.Bili/ALT/AST/ALK) 80076 10.38 10.28 
Basic Metabolic Panel (Chem 7 + Calcium) 80048 10.75 10.65 
Comprehensive Metabolic Panel( BMP/LFT) 80053 13.43 13.33 
Lipid Panel (Chol/Trig/HDL/LDLc) 80061 17.02 16.92 
    
COAGULATION TESTS    
Prothrombin Time (PT) 85610 4.99 4.89 
PTT (ATPP-Activated Partial Thromboplastin Time) 85347 5.41 5.31 











 
Pathology/Lab (Continued) 



CMAC Cost- 10% 
Assay CPT Code CMAC Price CMAC-10% 



HEMATOLOGY TESTS    
CBC with Diff. 85025 9.87 9.77 
Reticulocyte 85044 5.46 5.36 
    
    
DXI/Access2 Assays    
PSA, (Prostate Specific Antigen) 84153 23.37 23.27 
Free Thyroxine (Free T4) 84439 11.46 11.36 
TSH, (Thyroid Stimulating Hormone) 84443 21.34 21.24 
Creatine Kinase MB 82553 14.67 14.57 
Vitamin B12 82607 19.15 19.05 
Folate/Folic Acid 82746 18.67 18.57 
Ferritin 82728 17.30 17.20 
LH 83002 23.53 23.43 
Prolactin 84146 24.62 24.52 
FSH 83001 23.62 23.52 
Testosterone 84402 32.35 32.25 
    
    



SPECIAL PROCEDURES TESTS    
Troponin-I 84484 12.50 12.40 
BNP 83880 43.12 43.02 
Hepatitis B Surface Antigen 87340 13.12 13.02 
Hepatitis B Surface Antibody 86706 13.65 13.55 
Hepatitis C Antibody 86803 18.13 18.03 
Hepatitis A, IgM Antibody 86709 14.30 14.20 
HIV-1/HIV-2 Screen 86703 17.43 17.33 
Amphetamine/Methamphetamine Urine Screen 82145 19.74 19.64 
Barbiturates- Urine Screen 82205 14.55 14.45 
Benzodiazepines Screen Urine 80154 23.49 23.39 
Cannabinoid Urine Screen 80101 17.49 17.39 
Cocaine Urine Screen 82520 19.25 19.15 
Opiates Urine Screen 83925 24.73 24.63 
Triage Drug Screen- Qualitative Screen- Urine 80100 18.48 18.38 
Hemoglobin A1c 83036 12.33 12.23 
    
    
                             URINALYSIS TESTS    
Urinalysis 81003 2.85 2.75 
Microscopic Exam 81015 3.85 3.75 
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Protocol Number: _________________
 Request for a HIPAA Waiver of Authorization - 45 CFR §164.512(i, 2)


 
 PI Name: 


            
 Proposal Title:
(limit=268 char.)
        


Please indicate the reason(s) for this waiver request:   


   To identify and/or recruit potential study participants.   
 


     
    To conduct a retrospective chart review.   


      
    Other. Please explain.
 
                                                    (limit=144 characters)       


 


Please provide justification for the waiver request:   


1.
 


Provide a brief explanation of why


 


the use or disclosure of Protected Health Information (PHI) involves 
no more than minimal risk to the privacy of individuals. (limit=616 characters)      
 
 
 
 


2.


 


Describe how the waiver will not adversely affect the privacy rights and the welfare of the individuals.(limit=616 characters) 


 
      
 
 
 


3.


 


Describe how the research could not practicably be conducted with out this waiver for access and use of 
the PHI.  (limit=616 characters)   


      
 
 
 
 


  
      
 
 
 
 


 


      
 
 
 
 


  
      
 
 
 


April 2011


            







               4. 


 


Protocol Number: _________________


 


 


7. 


 


Indicate who will have access to PHI (researchers, must list all


 


entities that might have access to the 
study’s PHI such as IRB, VAMC representatives, sponsors, FDA, data safety monitoring boards and 
any others given authority by law) AND where PHI will be stored. (limit=616 characters) 


      
 
 
 
 


8.


 


Describe the plan to destroy the identifiers at the earliest opportunity.  This must be


 


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.  (limit=616 characters)


      
 
 
 
 


 


 
 
 
 


 


 


Describe the plan to protect identifiers from improper use and disclosure.  (limit=616 characters) 


relation to the anticipated benefits, if any, to the individuals and the importance of the knowledge that 
may reasonably be expected to result from the research. (limit=616 characters) 


Describe how the privacy risks to individuals whose PHI is to be used or disclosed are reasonable in 5.


Include a detailed list of the PHI to be collected and a list of the sources of the PHI. (limit=616 characters)


6. 


PI Name: 


            


April 2011


            







 


 


HIPAA Waiver of Authorization                                                         


 
 


The information listed in the waiver application is accurate and all research staff will comply with the HIPAA 
regulations and the waiver criteria. The PHI that I request is the minimum amount of identifiable private 
information necessary for my research project.  I assure that the information I obtain as part of this research 
will not be reused or disclosed to any other person or entity other than those listed on this form, except (a) as 
required by law, (b) for authorized oversight of the research study, or (c) for other research for which the use 
or disclosure of protected health information would be permitted by the HIPAA Privacy Rule. I will seek 
prospective IRB approval if at any time I want to reuse this information for other purposes or disclose the 
information to other individuals or entity.  I must account for all disclosures of PHI granted under this waiver.


 


 
 


PI Printed Name                                                                                             Date 


 
 


 


For IRB Use Only: 


 


  Referred to Full Board by 45 CFR §46.160 and §46.164: 


      


Meeting Date 


 


  Approved by 45 CFR §46.160 and §46.164: 


 


  Expedited: 


 


      


Meeting Date


 


  Report to Board: 


 


     


 


Meeting Date 


 


Signature of Designated IRB Reviewer:         


Signature of IRB Chairperson:        


Date:        


 
 


 
 
  


**Minimum necessary: When using or disclosing PHI or when requesting PHI from another covered entity, a covered entity (Dorn 
VAMC) must make reasonable efforts to limit PHI to the minimum necessary to accomplish the intended purpose of the use, 
disclosure, or request.  


*PHI: Individually identifiable health information transmitted or maintained in any form (electronic means, on paper, or through oral 
communications) that relates to the past, present, or future physical or mental health or conditions of an individual. 


Describe how the uses and disclosures of PHI pursuant to this waiver of authorization will be limited to 
the minimum necessary** to achieve the research purpose.  (limit=616 characters)


9.
_________________Protocol Number: 


April 2011
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RESEARCH PROPOSAL COVERSHEET 


 
VA STATION: 544, WJB Dorn VA Medical Center, Columbia, South Carolina 


 


PROPOSAL TITLE:                                            
 


PRINCIPAL INVESTIGATOR:       
 


Title:                       Phone:                                         VA SERVICE:        
 


CO-INVESTIGATOR:        


            Title:                                  Phone:               VA SERVICE:                                                                                                                                                                               
 
TYPE OF PROTOCOL : (Include detailed budget with protocol) 
 


                                     


VA Funded:  
Non-VA, Federal 
Funded:  (specify): 


Funded,  
Non-Government: 


 Non-Funded: 
 Co-op Study:  


Pilot:  
 Trainee  Requirement 
 (please specify education level)  


 
  


Length of Study:  Amount 
Funding/Year: 


 Total Funding 
Amount: 


 


 


 
STUDY PARTICIPANTS: 
 


HUMAN    # of Patients: (1) *VA HOSPITAL:       (2) OTHER:                                                                                                                                                                                                                                                                                                                                            


 


PERSONNEL INVOLVED IN RESEARCH STUDY 


 Will any personnel other that the VA Investigator(s) listed above be involved in the conduct of the 
study?   Yes          No        


 
If  "Yes", list their names and role in the study:   
NAME/ROLE                                                Paid VA Employee          VA WOC          Other 
                                                                                                                            
                                                                                                                                                
                                       


        


 
 


Data security statement:  All VA sensitive research information containing personal health information for this protocol 
will be used and stored within the VA. 


                                                                                                                                              
Principal Investigator :                                                    


        I certify that the information provided on this form and any attached papers are true and complete to the best of my knowledge. 


Date:   


 
Any person completing this form who makes any false, fictitious, or fraudulent statement or misrepresentation may be 
subject to a fine of $10,000, or imprisoned for not more than five years, or both.  (18 U.S.C. §1001.)  
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RESEARCH PROTOCOL SAFETY SURVEY 
 
PRINCIPAL INVESTIGATOR (PI): 
 


PROJECT TITLE:   


DATE OF SUBMISSION:   
  


LIST VA AND NON-VA LOCATIONS IN WHICH PI CONDUCTS RESEARCH:  
 


 
1.  DOES THE RESEARCH INVOLVE THE USE OF ANY OF THE FOLLOWING? 


 
a.  Biological Hazards (Microbiological or viral agents, pathogens, toxins, select agents as 
defined in Title 42 Code of Federal Regulations (CFR) 72.6, or animals) 
 YES                 NO      
 
b.  Human or non-human cell or tissue samples (including cultures, tissues, blood, other 
bodily fluids or cell lines) YES       NO    
 
c.  Recombinant deoxyribonucleic acid (DNA) YES      NO   


d.  Chemicals: 
(1)  Toxic chemicals (including heavy metals) YES      NO  
(2)  Flammable, explosive, or corrosive chemicals YES      NO 
(3)  Carcinogenic, mutagenic, or teratogenic chemicals YES      NO 
(4)  Toxic compressed gases YES      NO  
(5)  Acetylcholinesterase inhibitors or neurotoxins  YES      NO  


e.  Controlled Substances YES      NO  


f.  Ionizing Radiation: 
(1)  Radioactive materials YES      NO  
(2)  Radiation generating equipment YES      NO  


 g.  Nonionizing Radiation: 
(1)  Ultraviolet Light YES       NO   
(2)  Lasers (class 3b or class 4) YES       NO  
(3)  Radiofrequency or microwave sources YES       NO  


 
If the answer to any  of these questions is YES, complete all sections of this survey that apply.  


 
If all answers are NO, a documented review by the local Subcommittee on Research Safety is still 
required prior to submission.  If the research involves the use of human subjects or human tissues, 
Institutional Review Board (IRB) review is required.  NOTE:  Use of animals also requires submission 
of an Institutional Animal Care and Use Committee (IACUC)-approved Animal Component. 


 
VA FORM 
MAY 2002 10-0398 
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2.  BIOLOGICAL HAZARDS 
 a.  Does your research involve the use of microbiological or viral agents, pathogens, toxins, 
poisons or venom?       YES              NO     
              If NO, skip to the section on Cells and Tissue Samples. 
 
              If YES, list all Biosafety Level 2 and 3 agents or toxins used in your laboratory.  It is 
the responsibility of each PI to: 
 
 (1)  Consult either: 


(a)  The National Institutes of Health (NIH)-Center for Disease Control and Prevention 
(CDC) publication entitled Biosafety in Microbiological and Biomedical Laboratories or 


(b)  The CDC online reference (http://www.cdc.gov) 
 (2)  Identify the Biosafety Level (also called Risk Group) for each organism, agent, or toxin. 
Enter it into the following table. 


 
       Organism, Agent, or Toxin    Biosafety Level** 


 
 
_
 
 


 
** For each Biosafety Level 2 or 3 agent or toxin listed, provide the information requested on the following 


page(s). (Description of Biosafety Levels 2 and 3 can be found in Appendix A.) 
 
 b.  Are any of the biohazardous agents listed above classified as a “Select Agent” by the 
Centers for Disease Control?     YES         NO    
 
3.  BIOLOGICAL HAZARDS – Description of Use  NOTE:  Photocopy this page, as 
necessary. 


 a.  Identify the microbiological agent or toxin (name, strain, etc.): 


 


 b.  If this is a Select Agent (42 CFR 72.6), provide the CDC Laboratory Registration # and the 
date of the CDC inspection:   


       


 c.  Indicate the largest volume and/or concentration to be used: 


 


 d.  Indicate whether antibiotic resistance will be expressed, and the nature of this antibiotic 
resistance: 
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 e.  Describe the containment equipment (protective clothing or equipment, biological safety 
cabinets, fume hoods, containment centrifuges, etc.) to be used in this research: 


 


_


 


 f.  Describe the proposed methods to be employed in monitoring the health and safety of 
personnel involved in this research: 


_


 


_


  
 
 


4.  CELLS and TISSUE SAMPLES 
 
 a.  Will personnel work with animal blood, human or non-human primate blood, body fluids, 
organs, tissues, cell lines or cell clones?    YES        NO  
  If yes, specify:  
 
 
 
 
 
 
 b.  Will research studies represent a potential biohazard for lab personnel? 


             NA      YES          NO   
 
  If yes, specify the potential hazard and precautions employed to protect personnel in the 


laboratory: 
 
 


 
 
 
 
NOTE:  If these studies involve animals, the Animal Component of Research Protocol (ACORP) 
must be completed. 
 
 c.    Specify precautions employed to protect personnel working in the laboratory:   


April 2011  
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5.  RECOMBINANT DNA 
 
 a.  Are procedures involving recombinant DNA used in your laboratory?  
           YES       NO      
 
 b.  Are recombinant DNA procedures used in your laboratory limited to PCR amplification of 
DNA segments (i.e., no subsequent cloning of amplified DNA)?    YES       NO   


 
(1)  If YES, your recombinant DNA studies are exempt from restrictions described in the NIH 


Guidelines for Research Involving Recombinant DNA Molecules. 
 
(2)  If NO, it is the responsibility of each PI to: 


(a)  Consult the current NIH Guidelines for Research Involving Recombinant DNA 
Molecules which can be found at the Internet site 
http://www4.od.nih.gov/oba/rac/guidelines/guidelines.htm. 
 


(b)  Identify the experimental category of their recombinant DNA research.     
 
c.  Description of Recombinant DNA Procedures: 


 
 (1)  Identify the NIH classification (and brief description) for these recombinant DNA studies:  
 
 
 (2)  Biological source of DNA insert or gene:  
 
 
 (3)  Function of the insert or gene:  
 
 
 (4)  Vector(s) used or to be used for cloning (e.g., pUC18, pCR3.1): 
_
 (5)    Host cells and/or virus used or to be used for cloning (e.g., bacterial, yeast or viral strain, 
cell line):    


 
6.  USE OF CHEMICALS 
 
 a.  Has the use of chemicals in your laboratory been reviewed by an appropriate committee or 
subcommittee in the past 12 months?                 YES            NO 
 
 b.  Are personnel knowledgeable about the special hazards posed by: 
 
 (1)  Carcinogens?                 NA          YES             NO      
 (2)  Teratogens and Mutagens?               NA          YES             NO       
 (3)  Toxic gases?                      NA          YES             NO   
 (4)  Neurotoxins?                  NA          YES             NO   
 (5)  Reactive and potentially explosive compounds?    NA          YES            NO  
 
NOTE:  Submission of the laboratory chemical inventory is required for local review. 
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7.  CONTROLLED SUBSTANCES 
 
 a.  Does your research involve the use of any substance regulated by the Drug Enforcement 
Agency?                     YES             NO     
 
 If yes, list controlled substances to be used: 
 
 (1) ___________________________________________ 
 
 (2) ___________________________________________ 
 
 (3) ___________________________________________ 
 
 (4) ___________________________________________ 
 
 (5) ___________________________________________ 
 
 (6) ___________________________________________ 
 
 b.  Are all Schedule II and III drugs stored in a double-locked vault  


         NA          YES             NO  
 
NOTE: The schedule of controlled substances can be found at the Internet site 
http://www.usdoj.gov/dea/pubs/schedule.pdf  
 
 
8.  RADIOACTIVE MATERIALS 
 
 Does your research involve the use of radioactive materials?      YES              NO  
 
 If  YES, provide the following: 
 
 a.  Identity of radioactive source (s): _____________________________________ 
 
 b.  Radiation Safety Committee Approval (date): ___________________________ 
 


 
9.  PHYSICAL HAZARDS 
 
 a.  Are physical hazards addressed in the facility Occupational Safety and Health  Plan? 
         YES           NO      
 
 b.  Do employees receive annual training addressing physical hazards? 
         YES           NO         
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Acknowledgement of Responsibility and Knowledge 


I certify that my research studies will be conducted in compliance with and full knowledge of 
Federal, State, and local policies, regulations, and CDC-NIH Guidelines governing the use of, 
biohazardous materials, chemicals, radioisotopes, and physical hazards.  I further certify that all 
technical and incidental workers involved with my research studies will be aware of potential 
hazards, the degree of personal risk (if any), and will receive instructions and training on the 
proper handling and use of biohazardous materials, chemicals, radioisotopes, and physical 
hazards.  A chemical inventory of all Occupational Safety and Health Administration (OSHA) 
and Environmental Protection Agency (EPA)-regulated hazardous chemicals is attached to this 
survey. 


     ____________________________________________________________________ 
                    Principal Investigator’s Signature     Date 


 


Certification of Safety Officer’s Approval 
A complete list of chemicals to be used in the proposal has been reviewed.  Appropriate 


occupational safety and health, environmental, and emergency response programs will be 
implemented on the basis of the list provided. 


____________________________________________________________________ 
                   Safety Officer’s Signature     Date 


 


Certification of Research Approval 
The safety information for this application has been reviewed and is in compliance with 


Federal, State, and local policies, regulations, and CDC-NIH Guidelines governing the use of 
biohazardous materials, chemicals, radioisotopes, and physical hazards. Copies of any additional 
surveys used locally are available from the Research and Development (R&D) Office.  
 


_____________________________________________________________________ 
           Chair, Subcommittee on Research Safety    Date 


_____________________________________________________________________ 
           Chair, Research & Development Committee   Date 


______________________________________________________________________ 
           Radiation Safety Officer (if applicable)    Date 


____________________________________________________________________ 
            Facility Safety Officer  Date 
 
 


April 2011  





		7a1: 

		7a2: 

		7a3: 

		7a4: 

		7a5: 

		7a6: 

		8a: 

		8b: 

		date: 

		1a: Off

		1b: Off

		1c: Off

		1d1: Off

		1d2: Off

		1d3: Off

		1d4: Off

		1d5: Off

		1e: Off

		1f1: Off

		1f2: Off

		1g1: Off

		1g2: Off

		1g3: Off

		2a: Off

		2b: Off

		4a: Off

		4b: Off

		5a: Off

		5b: Off

		6a: Off

		6b1: Off

		6b3: Off

		6b2: Off

		6b4: Off

		6b5: Off

		7a: Off

		7b: Off

		8: Off

		9a: Off

		9b: Off

		PI: 

		Title: 

		Date: 

		Location: 

		2: 

		3b: 

		3a: 

		3c: 

		3d: 

		3e: 

		3f: 

		4at: 

		4ct: 

		4bt: 

		4c2: 

		4c3: 

		4c5: 

		4c1: 

		4c4: 








Research Protocol (FULL)  


Please see the attached Standard Operating Procedure, 151-312, Investigator Responsibilities, for details regarding 
information that must be included as part of the protocol. 
 
 
 
 
 
 
Please attach and submit your protocol, if using Adobe Acrobat Pro.  
Other users please attach applicable files via e-mail submission to vhacmsresearchprotocol@va.gov.  
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WM. JENNINGS BRYAN DORN 
DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER 



COLUMBIA, SOUTH CAROLINA 
___________________________________________________________________________ 
 
Research and Development                                                                 
Standard Operating Procedure                                  February 2, 2011 
151-312 
___________________________________________________________________________ 
 



INVESTIGATOR RESPONSIBILITIES 
___________________________________________________________________________ 
 
1. PURPOSE:  This establishes the responsibilities as investigator has in regard to human 



research participant protection and the conduct of research. 
 
2. POLICY: The Principle Investigator (PI) is responsible for the design, recruitment, selection 



of study participants, and study conduct.  The PI may appropriately delegate research 
responsibilities involving human or animal subjects to research staff, but the PI maintains 
oversight and ultimate responsibility. 



 
3. GENERAL RESEARCH GUIDELINES 
 



a. ALL research involving human participants must be submitted to the IRB for review 
before initiating or conducting research. 
 



b. Compliance with all applicable regulatory requirements must be observed at all times. 
 



c. Information about whether an activity must be reviewed by the IRB or the type of 
review required is provided by the Office of Human Research Program (OHRP) or by 
contacting the IRB Coordinator or IRB Chair.  



 
d. Any proposed changes to a research proposal, consent form, advertisements, or other 



contacts with participants must be presented to the IRB for approval. 
 
e. Principal Investigators must have the appropriate qualifications to conduct research and 



to assure that the rights and welfare of participants are protected.   
 



f. Adequate resources must be available to carry out the research.  This includes, but is not 
limited to, sufficient investigator time, appropriately qualified research team members, 
equipment and space.  



 
g. All research investigators (and their research staff) must successfully complete the 



required training and submit proof of training to the R&D Office.  Any lapses in the 
training may result in suspension of the study by the IRB.   



 
h. Research is to be conducted upholding ethical principles and standards of practice.   
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i. Any potential, actual, or perceived conflict of interest of a financial, professional or 
personal nature (e.g. ties with funding or participating sponsors, participation in 
educational activities supported by pharmaceutical or other industry sponsors, 
participation in other research projects funded by the sponsors, consulting arrangements, 
and any other links to sponsors) that may affect any aspect of the research and 
complying with all applicable VA and other Federal requirements regarding conflict of 
interest.   



 
j. All research plans must be scientifically valid; minimize risk to subjects used in research 



(human or animal ) and personnel, and contain sufficient information about the research 
procedures and plan for analysis, to allow the appropriate research subcommittees to 
fully review the research project. 



 
k. Plans for research data use, storage, and security must be consistent with VA Directive 



6500, Information Security Directives, VA Research Handbooks and other requirements 
from sponsors or regulators such as FDA. 



 
l. Research projects will be reviewed at least annually by the appropriate R&D 



subcommittee(s). 
 
m. All research proposals will support the mission of VHA and enhance the quality of 



health care delivery to Veterans.  
 
4. INVESTIGATOR RESPONSIBILITIES 



 
a. All investigators are to confirm with the applicable service chief that they have the 



appropriate credentials and privileges to conduct research at VA prior to initiating any 
research activities. 



b. The investigator is responsible for providing a complete application to the IRB for initial 
review.  This will include:   
1) Completed R&D Research Application Forms. 
2) Complete protocol to include: 



a) Title, Purpose, rationale and Sponsor (if any) of the study; 
b) Background with results of previous related research and pertinent literature; 
c) Study design and methods; 
d) Participant inclusion/exclusion criteria with justification for use of any 



special/vulnerable participant populations (mentally challenged or 
incompetent, inpatient care for long-term chronic illness, students, employees, 
poor/uninsured, limited or non-readers);  



e) Safeguards designed to protect vulnerable populations from coercion or undue 
influence. (Children under 19 years of age are not allowed to participate in 
VHA human research studies without special permission from Central Office). 



f) Information on participant recruitment and enrollment; 
g) Information on procedures for the informed consent process to include the 



form and planned process or the process if documentation of consent has been 
waived; 



h) Specific information on the procedures for obtaining HIPAA authorization, 
(including the form) and for the use and disclosure of the subject’s PHI 
information sufficient for the IRB to find that a waiver is necessary; 
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i) Specific information on all sites where research will be conducted to include 
addresses where the study is taking place  (for use of research laboratories, the 
facility must be properly accredited and meet all the requirements of 42 CFR 
493 (VHA Handbook 1106.01); 



j) Description of procedures to be performed and any that are being performed 
already for diagnostic or treatment purposes.  If the protocol involves usual 
care, there must be a narrative section or a separate document in the application 
that clearly differentiates the research intervention(s) from usual care.  Note: 
The protocol must clearly designate the individual or entity (e.g. the 
appropriate research personnel versus the participant’s health care provider) 
responsible for relevant aspects of both the research and usual care.    The 
researcher and the participant’s health care provider may be the same 
individual.  If they are different individuals, and the subject’s health care 
provider is not involved in the research study, the health care provider is not 
considered to be a member of the research team); 



k) Information on the setting for data collection, data use or storage and how the 
data will be transmitted or transported, who will have access to the data, and 
how the data will be secured, specifically how confidentiality of records will be 
maintained;  



l) Costs to DVAMC or to third party payers because of participants’ 
participation. 



m) A description of provisions to protect the privacy interests of research 
participants; 



n) Provisions for managing problems to include a description of provisions for 
monitoring data to ensure the safety of participants for prospective studies 
which should include: 
(1) What safety information will be collected including SAEs (see VHA 



Handbook 1058.01);  
(2) How the safety information will be collected (e.g., with case report 



forms, at study visits, by telephone calls with subjects);  
(3) The frequency of data collection including when safety data collection 



starts;  
(4) The frequency or periodicity of review of cumulative safety data;  
(5) If not using a Data Monitoring Committee (DMC), and if applicable, 



statistical tests for analyzing the safety data to determine if harm is 
occurring;  



(6) Provisions for the oversight of safety data (e.g., by a DMC); and  
(7) Conditions that trigger an immediate suspension of the research, if 



applicable. 
NOTE: The data and safety monitoring plan may vary depending on the potential risks, 



complexity, and nature of the study. The use of an independent DMC needs to be 
considered if there are multiple clinical sites, the study is blinded, interventions are 
high-risk, vulnerable populations are included, or when required by the funding 
organization, FDA, sponsor, or other relevant entity.  



 
o) Provisions for managing problems to include a description of provisions for 



monitoring data to ensure the safety  of participants for retrospective studies 
involving pre-existing data and biological specimens which should include, 
when applicable: 
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(1) A discussion with the subject of potential study outcomes that may have 
an effect on the subject’s health or well-being; and 



(2) A procedure to determine when and how to notify individual subjects or 
their health care providers of findings that may affect the subject’s 
health.   



p) A plan for analysis of the data that will allow the investigator to answer the 
research questions; 



q)  Information about the risks and benefits of the study to assist the IRB in 
assessing the risks and potential benefits of the research to determine if there is 
any possible benefit from this study and does the potential gain outweigh the 
potential risk.  



r) A copy of the investigator brochure, recruitment materials or other relevant 
materials. 



s) Information about the Informed Consent process: 
(1) Setting, participant autonomy concerns, language difficulties, cultural 



differences, educational capabilities, and vulnerable populations; 
(2) The procedure for informing the subject and receiving consent, including 



the use of witnesses, translators, and the qualifications of those who will 
administer the informed consent; 



(3) If the PI does not personally obtain informed consent, the PI must 
formally and prospectively designate to another research team member (in 
writing the protocol or in the application for IRB approval) the 
responsibility for obtaining informed consent (this designee must be a 
member of the research team); 



i. Any person designated to obtain informed consent must receive 
appropriate training and be knowledgeable enough about the 
protocol to answer the question of prospective subjects. 



ii. The PI does not have to designate the individual by name, but 
can designate position(s) title in the protocol or the application 
for IRB approval. 



(4) The investigator or designee, must ensure the informed consent process 
clearly defines for the subject which potential risks are related to the 
research, and therefore, must be discussed with the research team, versus 
those associated solely with usual care being provided by the subject’s 
health care provider.  The informed consent process must include 
language advising subjects to review the risks of the latter with their health 
care providers. 



(5) Information about compensation to participants for any extra costs for 
participation in the study along with payment schedule.  



(6)  Information about compensation related to the research participation 
injuries. 



t) A copy of the informed consent document (see SOP 151-313, Investigator 
Guidance for Informed Consent and Sample VA Consent Form 10-1086). 



u) A copy of any survey instruments questionnaire, test, etc. that will be 
administered to the research participant. 



 
c. The PI is responsible for submitting to the IRB the names of all members of the research 



team who will be involved in each particular study. This information is to include their 
qualifications and training related to human participant protection.  All persons assisting 
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with a protocol are to be adequately informed about the protocol and the required 
research-related functions.  For appropriate delegation of duties, a scope of practice form 
(Appendix A) must be completed and approved by the PI for each member of the 
research team. 



 
1) If a study team member is identified by name in the IRB-approved protocol, a 



replacement or terminations of their role constitutes a change in the protocol.  Such 
a change requires IRB approval prior to initiation of the change, unless it was 
necessary to eliminate apparent immediate hazards to the subjects. 



2) If a study team member is replaced by another individual and the IRB-approved 
protocol identifies the person by title and not name, a replacement by another 
individual with the same title is not a protocol change and does not require IRB 
approval. 



3) The IRB may also require a specific individual(s) by name to be part of the study 
team as a condition for IRB approval of the research.  In that case, a proposed 
change in that specific individual would require IRB approval. 



4) A change in PI or Co-PI must be promptly reported to the IRB for approval to 
ensure the new individual meets the criteria described in 38 CFR 16.111.   



 
d. For multi-site studies the PI of the overall study is responsible for:  



1) Providing contact information for the site. 
2) Providing documentation to indicate whether the site had granted permission for the 



research to be conducted. 
3) Providing documentation to indicate whether the site has an IRB and if so, whether 



it has approved the research. 
4) If the PI is the lead investigator, there must be information about the management 



of information that is relevant to the protection of participants. 
 
e. The Investigator or his/her designee must prospectively obtain a legally effective 



HIPAA authorization for the use and disclosure of the subject’s PHI, unless he/she has 
obtained an IRB-approved waiver of HIPAA authorization.   The information may only 
be used in a manner consistent with the approved research protocol for which the 
information was requested. 



 
f. The Investigator is responsible for using fair and equitable recruitment practices and 



should avoid practices that place participants at risk for coercion or undue influence.   
The investigator must provide participants with basic contact information in the event 
that there are questions or complaints about their involvement in the research.  This 
includes: 
1) Phone number and address of the Research Office so the participants can verify that 



the study is an approved VA study;  
2) Phone number and address of the Associate Chief of Research so participants can 



make contact if there are questions or complaints about the research; 
3) Phone number for a member of the research team in case the participant has specific 



questions about his/her participation in the research; 
4) Phone number and name of a qualified clinician who will be responsible for all 



study-related healthcare decisions; 
5) Phone number of the IRB Chair for any issues related to complaints or protection as 



a participant in research. 
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g. The investigator or his/her designee must obtain informed, written consent from each 



human participant or his legally authorized representative, unless specifically waived by 
the IRB.  Legally authorized representative means an individual or judicial or other 
body authorized under applicable law to consent on behalf of a prospective subject to the 
subject's participation in the procedure(s) involved in the research.  If the patient lacks 
decision-making capacity or has been declared incompetent, surrogate consent is 
required.  In South Carolina there is an order for designating the LAR which is as 
follows for the order of selection: spouse, adult child (18 years of age or older), parent, 
adult sibling (18 years of age or older), grandparent, or adult grandchild (18 years of age 
or older). 



NOTE:  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).   



 
h. Investigators are required to document the consent in the medical record, scan in a copy 



of the consent form into the medical record, provide a copy to the participant and send a 
copy to Pharmacy if applicable.  The Investigator should keep the original Informed 
Consent Form (ICF).  A copy of the informed consent must either be scanned into the 
electronic medical record as well as the medical record flagged to denote the patient’s 
participation in the study.  



 
i. A progress note documenting the informed consent process must be placed in the 



participant’s electronic medical record.  The progress note must include at a minimum 
the following; the name of the study, person obtaining the participant’s consent, a 
statement that the participant or their legal representative was capable of understanding 
the consent process. A final statement that the study was explained to the participant and 
that the participant was given the opportunity to ask questions. 



 
j. The PI is responsible for maintaining written documentation on file that the protocol is 



being implemented as approved by the IRB and in accordance with other required 
approvals.   



 
k. Research records include the following when relevant to the study:  



1) Copies of all IRB-approved versions of the protocol and amendments; 
2) Case report forms and supporting data, including, but not limited to, signed and 



dated informed consent forms and HIPAA authorizations; 
3)  Informed consent; 
4) Interactions with subjects by telephone or in person, observations, interventions, 



and other data relevant to the research study, including, but not limited to: 
progress notes, research study forms, surveys, and questionnaires.  



5) Reports of adverse events; 
6) Data analyses; 
7) Reports, abstracts and other publications; 
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8) All correspondence with the funding source or sponsor, and with applicable 
oversight entities including, such as IRB, R&D Committee, ORO, and FDA; 



9) A master list of all subjects for whom informed consent has been obtained in the 
study. The master list must be secured appropriately in compliance with all VA 
confidentiality and information security requirements in the investigator’s file for 
each study.  



l. Documents must be maintained according to applicable sponsor, local, VA and other 
Federal requirements.  



m. Accounting of Disclosures must be maintained for each and every disclosure of 
information from this study to a non-VA entity. NOTE: The facility Privacy Officer can 
assist in providing a mechanism to account for this disclosure. 



n. Investigators and research staff must monitor participants for potential harm and take 
steps to minimize or mitigate those harms whenever possible.  



o. The Investigator must report local Serious Adverse Events (SAE) to the IRB.  The FDA 
defines Serious Adverse Events as: death, life threatening, hospitalization-initial or 
prolonged, disability, congenital anomaly, required intervention to prevent permanent 
impairment/damage, and serious and unexpected severity or frequency of expected 
events. Deaths must be reported to the IRB within one working day of notification. 
Investigators are to report unanticipated events to the IRB within five (5) days of 
the discovery of the problem. Examples of reportable events include:  



 
1) An accidental or unintentional change to the IRB approved protocol that placed one 



or more participants at increased risk, or has the potential to occur again; 
2) A change to the protocol made without prior IRB review to eliminate an apparent 



immediate hazard to a research participant; 
3) Interim findings and/or a safety monitoring report that indicate an unexpected 



change to the risks or potential benefits of the research in terms of severity or 
frequency; 



4) A publication in the literature that indicates an unexpected change to the risks or 
potential benefits of the research; 



5) A complaint of a participant that indicates unexpected risks or that cannot be 
resolved by the research team; 



6) Incarceration of a participant in the course of a study; 
7) A change in FDA labeling or withdrawal from marketing of a drug, device, or 



biologic used in a research protocol; 
8) A breach of a participant’s confidentiality or privacy that involves potential risk to 



that participant or others; 
9) Adverse events that are unexpected, and related to the study treatment or 



intervention. This is the case regardless of whether the adverse event is internal or 
external and regardless of whether the adverse event is either serious or not serious; 



10) In FDA clinical trials, any unanticipated adverse device effect occurring during the 
investigation. [21 CFR 812.150(a)]; 



11) Any changes made to the study especially those necessary to eliminate apparent 
immediate hazards to human participants; 



12) Any harm experienced by a participant or other individual regardless of whether the 
event meets the FDA definition of “serious adverse event”), which in the opinion of 
the investigator is both unexpected and related or probably related; 
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p. Side effects listed in the protocol that are not considered a serious adverse event but 
require cessation of the study drug or treatment and withdrawal of the participant from 
the study, require notification of the IRB. Additionally, the PI must make a note in the 
participant’s medical record indicating withdrawal from the study and why.   
 



q. Investigators must report to the IRB any changes in research activity. Any changes in 
IRB approved research during the period for which IRB approval has already been given 
may not be initiated without IRB approval. All amendments, advertisements, or other 
changes (including minor consent form changes) are to be submitted on the form for 
Continuing Review. Changes will be evaluated using the amendment checklist and 
documented in IRB minutes. Written notification will be given to the Investigator.  
Investigators must ensure that the language in the informed consent is consistent with that 
in the protocol and, when applicable, in the HIPAA authorization.   
 



r. Any reports of Emergency Use of unapproved test articles must be reported to the IRB 
within 5 days. SOP # 151-320 details the procedures to be followed.  
 



s. The Investigator must provide a copy of each participant's Consent Form, VHA Form 10-
l086, Investigational Drug Information Record-VHA Form 10-9012, copies of R&D 
letter of approval and a copy of the protocol to the Investigational Pharmacist prior to 
requesting them to receive, store and dispense study medication (the Investigational 
Pharmacist is the official responsible for the storage and dispensing of all investigational 
drugs). 
 



t. Continuing Review information must be submitted to the IRB and approved by the 
Continuing Review date specified (Continuing Review Form and required documentation 
specified on the form) (federal law requires that every project must be reviewed a 
minimum of once per year).  
 



u. Any changes to the consent form must have prior approval of the IRB. Changes may not 
take place without IRB approval.  The most current IRB-approved version of VA Form 
10-1086 must be used as the informed consent form.    
 



v. For sub-studies involving specimen collection for DNA analysis a DNA consent form is 
required.  Per VHA Directive 2000.43, human biological specimens collected for research 
purposes and stored for possible future use, including genetic studies, must be stored in a 
VHA-approved facility. Information and instructions regarding this can be found 
http://www1.va.gov/vhapublications.  
 
If the investigator has plans to reuse the data in other studies, he/she must describe the 
research data repository in which the data is to be stored.  There must be a research 
informed consent and a HIPAA authorization associated with the protocol unless these 
requirements are waived by the IRB. If the IRB does not waive the requirements then 
the informed consent and HIPAA authorization content must include language on the 
uses and disclosures of the data as defined in the protocol as well as information on how 
privacy and confidentiality will be maintained and how the data will be secured. If the 
creation and operation of the data repository is not included in the data collection 
protocol, there must be a separate IRB-approved protocol for the creation and operation 
of the data repository (see VHA Handbook 1200.12). 
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w. Investigators are required to report to participants any new findings potentially impacting 



their willingness to participate in studies. The IRB assists investigators in determining the 
urgency of the situation and the speed and manner in which information should be 
conveyed to participants. Significant new information may require re-consenting of all 
affected participants. Re-consenting is not required of participants who have completed 
their active participation in a study, or of participants who are still actively participating 
when the change will not affect their participation. For minor issues (e.g., changes in 
telephone numbers or investigators names) not requiring re-consenting, a letter of 
notification would fulfill notification requirements. 
 



x. Investigators are permitted to transport, transmit, access and use VA data outside VA 
facilities only when such activities have been specifically approved by the Information 
Security Officer and employee’s supervisor and where appropriate security measures are 
taken to ensure that VA information and services are not compromised.  The privilege to 
use or access VA data outside VA facilities may be revoked or limited at any time by 
appropriate VA Administration.  Any investigator wishing to remove confidential and 
Privacy Act-protected data from VA premises must have written authorization and a 
property pass to do so. 
1)  Researchers authorized to remove electronic data must have permission from the 



ACOS-R, the Information Security Officer and the Privacy Officer to ensure the 
data are properly encrypted and password protected in accordance with VA 
policies.  Original data must not be stored on laptops or portable media.  Data may 
only be attached to encrypted emails, and sent on portable media by mail or 
delivery service after they are encrypted (see 544-1018 ADP Security Plan). 



2) Investigators authorized to remove confidential and Privacy Act-protected data 
from the VA must take all relevant precautions to safeguard that data until it is 
returned.  



3) Use of removable or transferable storage media (flash drives, DC ROMS, laptops, 
etc.) is not authorized unless first reviewed by IRM to remove or secure sensitive 
information.  If using VA equipment, a property pass must be obtained (see IMSL-2 
– ADP Loan Program SOP).   



4) Investigators shall report the loss of confidential or Privacy-Act protected data 
immediately to the ACOS-R, the facility Information Security Officer, Privacy 
Officer, and his/her supervisor. 



5) Only VA personnel may access VA-owned equipment used to process VA 
information or access VA processing services.  Employees may not share with non-
VA employees or unauthorized personnel instruction or information regarding how 
to establish connections with VA private networks and computers.  Employees may 
not share remote access logon IDs, passwords, and other authentication means used 
specifically to protect VA information or access techniques to VA private networks. 



6) Employees must use only computers and electronic storage media configured to 
conform with all VA security and configuration policies to store, transport, 
transmit, use and access VA protected information. 



 
y. Contact with veterans is limited to those clinically essential or as outlined in IRB 



approved protocols. Contacts do not solicit sensitive information (e.g., Social Security 
Numbers (SSNs). 
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1) During the recruitment process, researchers make initial contacts with veterans in 
person and/or by letter prior to any telephone contact, unless there is written 
documentation that the subject is willing to be contacted by telephone about the 
study in question or a specific kind of research (e.g. if the potential subject has 
diabetes, the subject may indicate a desire to be notified of any diabetes-related 
research studies).  The initial contact must provide a telephone number or other 
means that veterans can use to verify the validity of the study. NOTE:  One source 
of information about clinical trials that can be shared with potential subjects is the 
NIH clinical trials website (http://www.clinicaltrials.gov) where VA clinical trials 
are listed. 



2) Informed consent documents used after July 10, 2006, include information about 
where and how a veteran could verify the validity of a study and authorized 
contacts. 



3) After recruitment and during follow-up phase, researchers begin calls by referring 
to previous contacts and, when applicable, the information provided on the 
informed consent document, and ensuring that the scope of the telephone contacts 
with the subject is limited to topics outlined in IRB-approved protocols and 
informed consent documents. 



4) Participant names, addresses and SSNs (real or scrambled) are replaced with a code.  
The key linking the participant information to the coded data are stored only within 
VA and on VA servers. 



 
z. Obtaining and using medical, technical, and administrative records from other VA 



facilities or VA databases (national, regional, or subject specific) for R&D purposes 
must be in compliance with all VHA regulations and with the Standards for Privacy of 
Individually-Identifiable Health Information (45 CFR Parts 160 and 164).  Obtaining 
and disclosing individually-identifiable patient records must be in compliance with all 
applicable and confidential statutes and regulations including those discussed in 
subparagraph 7a(7). 
 



aa. If the investigator leaves the VA, the research records are retained by the VA facility 
where the research was conducted.  If the grant is ongoing and the investigator leaves 
one VA facility to go to another VA facility, the investigator must obtain approval for a 
copy of the relevant materials to be provided to the new VA facility’s research office.  
The approval must be obtained from the first VA facility’s research office, any other 
relevant individuals or offices according to VA and local requirements (e.g., 
compliance, privacy, or ISO and the sponsor). 
 



bb. At the completion of the research study, all required documentation must be completed 
and research records stored according to all applicable VA and Federal records retention 
requirements.  



 
cc. Information to investigators is periodically updated.  It is the investigator’s 



responsibility to contact the research office to make certain that they have the most 
recent revision of the SOPs and any other regulatory information pertaining to human 
participant’s protection.  Non-compliance of any of the above mentioned items could 
result in suspension or disapproval of a particular project. Questions or concerns about 
the research, research program, or research-related activities should be directed to the 
Research staff or ACOS-R. 
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dd. Serious or continuing noncompliance will result in suspension of the privilege to 



conduct research at DVAMC. 
 
REFERENCES 
SOP 151-313 Investigator Guidance on Informed Consent 
SOP 151-320, Emergency Use of a Test Article 
SOP 151-321, Investigator Responsibilities 
38 CFR 16.111 
45 CFR 493 
VHA Handbook 1605.1, Privacy and Release of Information 
VHA Handbook 1106.01, Pathology and Laboratory Medicine Service Procedures; VHA 
Handbook 1200.12, Use of Data and Data Repositories in VHA Research  
 
 
 
K. Sue Haddock, Ph.D. 
ACOS, R&D 
 
 
Alfred B. Boykin, M.D. 
Chief of Staff 
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            Scope of Practice for Research Investigators, Coordinators and Staff 
 



Title of Study:_________________________________________ 
 
NAME SERVICE LINE
 
 



 



PRINCIPAL INVESTIGATOR (PI) / PRIMARY 
SUPERVISOR 



ALTERNATE SUPERVISOR (IF 
APPLICABLE) 



 
 
 



 



 
The Scope of Practice is specific to the duties and responsibilities of this protocol as an agent of the 
listed Principal Investigator and/or alternate supervisor.  As such he/she is specifically authorized to 
conduct research involving human subjects with the responsibilities outlined below.  The supervisor 
must complete, sign and date this Scope of Practice. 
 
PROCEDURES: 
 
The above named individual may be authorized to perform the following duties/procedures on a 
regular and ongoing basis. They may be performed without specific prior discussion/instructions from 
the Principal Investigator. The individual named above initials what is requested and Principal 
Investigator initials what is granted or not granted.  
                       
Routine Duties      Requested         Granted   Granted  
 
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  
      R&D committees and sponsor.                                      ________           ________         ________ 
 
5.   Prepares study initiation activities.                               ________           ________         _______ 
 
 
 
 
 
 
                                                                                            Requested          Granted     Not Granted 
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6. Provides education and instruction of study 



medication use, administration, storage, side effects  
and notifies adverse drug reactions to study site     ________           ________          ________ 



       (under the supervision of an appropriate 
       credentialed practitioner)                                       
 
7.  Provides education regarding study activities 



to patient, relatives and Medical Center staff 
as necessary per protocol.                                              ________           ________        ________       



 
8.   Maintains complete and accurate data  



collection  in case report forms and 
source documents.                                                     ________           ________        ________ 



 
9.    Initiates and/or expedites requests for 



 consultation, special tests or studies 
 following the Investigator’s approval                        ________           ________          _______ 
 (under the supervision of a licensed 
 practitioner). 
 



10.  Obtains and organizes data such as tests 
       results, diaries/cards or other necessary 
       information for the study.                                             ________           ________          ________ 
 
11.  Demonstrates proficiency with VISTA/CPRS  



 computer system by scheduling subjects  
 research visits, documenting  
 progress notes,  initiating orders, consults, etc.    ________           ________         ________   
                                    
  



12.  Accesses patient medical information while  
       maintaining patient confidentiality .                            ________           ________           _______ 
 
13. Is authorized to obtain informed consent from 



research subject and is knowledgeable to perform 
the informed consent “process”.                                 ________           ________          _______ 



 
14. Initiates intravenous (IV) therapy and  



Administers IV solutions and medications   ________           ________           _______ 
(requires demonstrated competencies and  
appropriate license). 



 
 
15. Collects and handles various types of   



human specimens     ________   _________       _______ 
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MISCELLANEOUS DUTIES (if applicable): 
 
___________________________________ is authorized to perform in the following miscellaneous 
duties not otherwise specified in this Scope of Practice. 



 
 1._________________________________________________________________________ 



 
2.  ________________________________________________________________________ 



 
 3._________________________________________________________________________ 
 
 
      ______________________________                        _________________________________ 



            Research Coordinator/Staff Signature                                 Date 
 
 
PRINCIPAL INVESTIGATOR STATEMENT: 
 
______________________________’s Scope of Practice was reviewed and discussed with 
him/her. 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 to safely perform the aforementioned duties/procedures. Both the individual and I are familiar 
with all duties/procedures granted or not granted in this Scope of Practice.  We agree to abide by 
the parameters of this Scope of Practice and all applicable hospital policies and regulations. 
 
This Scope of Practice will be reviewed annually and amended as necessary to reflect changes in 
the research coordinator/staff duties/ responsibilities, utilization guidelines and/or hospital policies. 



 
 
_______________________________________ _____________________________ 
Principal Investigator/ Supervisor                Date 
       
 
_______________________________________           _____________________________ 
Alternate Supervisor                            Date 
 
 
_______________________________________ _____________________________ 
Research Coordinator/Staff                           Date 
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Title of Research Study:  a     
 
 


Wm Jennings Bryan Dorn VA Medical Center 
            Scope of Practice for Research Investigators, Coordinators and Staff 


 
 


NAME SERVICE LINE 
      
 


      


PRINCIPAL INVESTIGATOR (PI) / PRIMARY SUPERVISOR ALTERNATE SUPERVISOR (IF APPLICABLE) 
 


      
 


      


 
 
The Scope of Practice is specific to the duties and r esponsibilities of this protocol as an agent  of the 
listed Principal Investigator and/or alternate supervisor.  As such he/she is specifically authorized to 
conduct  research involving human participants with the responsibilities outlined below.  The 
supervisor must complete, sign and date this Scope of Practice. 
 
PROCEDURES: 
 
The above named individual may be authorized to perform the following duties/procedures on a regular and  
ongoing basis. They may be performed without specific prior discussion/instructions from the Principal 
Investigator.  (Not Granted is checked by default unless otherwise indicated) 
  
 


                        
Routine Duties                                                                                        Granted                   Not Granted          


         
1.  Screens participants to determine study eligibility 


criteria by reviewing participant medical information        
      or interviewing  participants.      
  
2.   Develops recruitment methods to be utilized in the  


study.                                                                                          
 
3.  Performs venipuncture to obtain specific   


specimens required by study protocol (provide  
appropriate credentials).                   


 
4.   Initiates submission of regulatory documents to  
      R&D committees and sponsor.                                               
 
5.   Prepares study initiation activities.                                       
 
6. Provides education and instruction of study 


medication use, administration, storage, side effects  
and notifies adverse drug reactions to study site     


        (under the supervision of an appropriate 
       credentialed practitioner)                                       
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7.   Provides education regarding study activities 
to patient, relatives and Medical Center staff 
as necessary per protocol.                                                          


  
8.   Maintains complete and accurate data  


collection  in case report forms and 
source documents.                                                              


 
9.    Initiates and/or expedites requests for 


 consultation, special tests or studies 
 following the Investigator’s approval                        
 (under the supervision of an appropriate 
 credentialed practitioner). 


 
10.  Obtains and organizes data such as tests 
       results, diaries/cards or other necessary 
       information for the study.                                                        
  
11.  Demonstrates proficiency with VISTA/CPRS  


 computer system by scheduling participants  
 research visits, documenting  
 progress notes, initiating orders, consults, etc.        
                                    
  


12.  Accesses participant medical information while  
       maintaining participant confidentiality.                                
 
13. Is authorized to obtain informed consent from 


research participant and is knowledgeable to 
perform the informed consent “process”.                                               


 
14. Initiates intravenous (IV) therapy and  


Administers IV solutions and medications                       
(provide appropriate credentials). 


              
15. Collects and handles various types of   


human specimens.              
 


16. Analyzes de-identified specimens or data.          
 


17. Involved in participant care-related duties or  
oversees the quality of safety of the participant  
care delivered.                      
(If yes, this individual MUST be credentialed through Vetpro  
(unless a trainee, in which case work must be performed under 
 direct supervision of a mentor who is fully credentialed and  
privileged) and may not begin working on the project until process is complete). 
 


18. Institutes submission of regulatory documents 
to  the Dorn VAMC research committees and 
sponsor        
 


19. Maintains research-related database(s) and/or  
performs statistical analyses and queries as  
appropriate.           
 


April 2011
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MISCELLANEOUS DUTIES (if applicable): 
 
___________________________________ is authorized to perform in the following miscellaneous duties not otherwise specified 
in this Scope of Practice. 


 
1.       


 
  2.       
 
  3.       


 


 


 
 
PRINCIPAL INVESTIGATOR STATEMENT: 
 
______________________________’s Scope of Practice was reviewed and discussed with him/her. 
After reviewing his/her education, clinical competency, qualifications, research practice involving 
human participants, peer reviews, and individual skills, I certify that he/she possesses the skills to 
safely perform the aforementioned duties/procedures. Both the individual and I are familiar with all 
duties/procedures granted or not granted in this Scope of Practice.  We agree to abide by the 
parameters of this Scope of Practice and all applicable hospital policies and regulations. 
 


This Scope of Practice will be reviewed annually and amended as necessary to reflect changes in the research 
coordinator/staff duties/ responsibilities, utilization guidelines and/or Medical Center policies. 


 
 


_______________________________________  _____________________________ 
Principal Investigator / Supervisor                Date 
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