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Objectives
• Research Committee Structure 

• Research Office Contacts

• Required Trainings

• Initial Review and Amendment Submission Process

• CPRS

• Reporting Requirements

• Information Security and Privacy 

• VA CIRB

• Study Closure 

• Oversight and Monitoring

• Informed Consent and HIPAA Authorization

• Revised Common Rule

• Updated DVAHCS Forms
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DVAHCS Research Committee Structure
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Research and 
Development 

Committee (R&DC)

Institutional 
Review Board (IRB)

Subcommittee on 
Research Safety 

(SRS)

Institutional Animal 
Care and Use 

Committee (IACUC)

Medical Center 
Director / 

Institutional Official 



Research Office Contacts
Name Point of Contact Contact Information

John Whited, MD Associate Chief of Staff, Research and Development X6926

John.Whited@va.gov

Brad Olson Administrative Officer X7632 Bradley.Olson@va.gov

Nancy Dixon Research Secretary X6926 / Nancy.Dixon5@va.gov

Hayley White Human Research Protections Program (HRPP) 

Coordinator

X4726 / Hayley.White2@va.gov

Kelvin Pleasent Program Administrator X5170 / Kelvin.Pleasent@va.gov

Kim Clark Budget / Participant Payments / Research Scope of 

Practice

X5671

Kimberly.Clark5@va.gov

Jamece Petteway Supervisory Budget Analyst / project funding X6544

Jamece.Petteway@va.gov

Lester Nichols Safety and Occupational Health Specialist / archiving 

records / inventory

X7341 / 919-880-6917

Lester.Nichols@va.gov

Margaret Jones Research Compliance Officer / Annual Informed 

Consent Audits / Triennial Research Audits

X7616

Margaret.Jones@va.gov

Virginia Rhodes Research Compliance Officer / Annual Informed 

Consent Audits / Triennial Research Audits

X7616

Virginia.Rhodes@va.gov
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Research Required Trainings and Competency Evaluations
1. VA Human Subjects Protection and Good Clinical Practices REQUIRED FOR ALL RESEARCH PERSONNEL 

• https://www.citiprogram.org/
• Valid for 3 years

2. Research Scope of Practice REQUIRED FOR ALL RESEARCH PERSONNEL 

• https://www.durham.va.gov/research/initial_review/Research_Scope_of_Practice_v6_2016-03-03.pdf
• A new Research Scope of Practice must be submitted if there are any changes in his/her responsibilities. 
• Research Scope of Practice must be updated if supervising Investigators has changed using the Research Scope of Practice: PI Update

form 

3. Blood Borne Pathogen—OSHA
• Required annually for research staff handling biologics 
• VA TMS

4. Packing and Shipping of Class 6.2 Agents
• Required for research staff packing and shipping biospecimens or land or air transport.
• Valid for 2 years
• https://www.citiprogram.org/

5. Blood Collection Competency Evaluation
• Required annually, unless exempt, for research staff performing blood draws for research purposes. 
• https://www.durham.va.gov/research/Documents/Blood_Collection_Competency_Review_Sheet_July2016.pdf

6. Vital Signs Competency Evaluation
• Required annually, unless exempt, for research staff collecting vital signs for research purposes. 
• https://www.durham.va.gov/research/Documents/Exempt_Research_Vital_Sign_Competency_Review_Sheet_V2_July2016.pdf
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Initial Review

Documents always required: 

1. Initial Request to Review Research

2. Abstract

3. Protocol 

4. ISO/PO Checklist

5. Data Management and Access Plan

6. VA Form 10-0398 (Research Protocol Safety Survey)

7. Conflict of Interest  Statement(s)
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Initial Review Submission Process
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ISO / PO Review
VHADURISOSUPPORT@va.gov 
VHADURPOSUPPORT@va.gov 

IRB Review and 
Approval 

R&DC Review 
and Approval

Radiation Safety 
Committee

Subcommittee on 
Research  Safety (SRS)

Exempt Research 
Determination

Initial Review 
submitted to 

Research Office  

Written 
approval 
received; 
study may

begin. 



IRB Submission Process: 
Amendments, Notifications, Staff Updates, Misc. Items

1. All amendments must include a 
memo describing revisions to 
documents.

2. Include tracked and clean versions of 
revised documents.

3. ISO and PO review is required if 
change in the collection, 
transmission, storage or 
management of data or changes to 
HIPAA authorization or waiver status. 

4. Protocol and Investigator Brochure 
(IB) update(s): Describe in the memo 
to IRB if changes to the IB or protocol 
requires changes in the ICF, per the 
sponsor’s determination.
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Computerized Patient Record System (CPRS)
1. All research notes must be tied to a nonbillable research clinic location (e.g., RESEARCH-STUDY PARTICIPANT, 

RESEARCH-CONSENT NOTE, RESEARCH-FOLLOW-UP NOTE)

2. All research procedures (e.g., EKG, labs, etc.) must be ordered in a non-billable research clinic. 

3. RESEARCH-CONSENT NOTE must be entered within 24 hours of obtaining consent. 
• If study has an approved Waiver of Document Consent, a Research Consent Note should still be entered in the CPRS for DVAHCS participants.

4. A Clinical Warning (RESEARCH-STUDY PARTICIPANT NOTE) maybe required for certain greater than minimal risk 
studies. Clinical Warnings must be removed when the participant has completed the study or the study is closed.

5. VA Form 10-9012, Investigational Drug Record, must be scanned in to the medical record within 2 weeks  of    
obtaining signed consent; attach to the RESEARCH-STUDY PARTICIPANT NOTE.

CREATING A CLINIC PROFILE

1. SharePoint portal to complete a Clinic Profile: 
https://vaww.visn6.portal2.va.gov/secure/durham/has/SitePages/Clinic%20Request%20Page.aspx

• Appointment Type: Research

• Credit Stop Code in most cases: 474 (non-billable)

• RESEARCH or RES should be in the clinic location title [ e.g., DUR-RESEARCH-(PI or Study Acronym) ]

2. Troubleshooting / Questions:
1. Jonathan.Bunting@va.gov

2. Theresa.Holloway@va.gov
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VA Research and Information Security and Privacy

STORING and SENDING RESEARCH DATA WITHIN VA
1. Encrypt all email messages containing PHI, Personally Identifiable Information (PII), or VA 

Sensitive Information (VASI).

2. All VA research data must be stored and maintained on a VA computer 
• S: drive--with access restricted to only those on the study team
• H: drive--personal drive

SENDING SENSITIVE RESEARCH DATA OUTSIDE VA

1. VA Issued Encrypted CD

2. VA Issued USB

3. Fax

4. Other ISO approved portal, eCRF website, or mechanism

5. Safe File Access Exchange (S.A.F.E)*
• https://safe.amrdec.army.mil/safe/Welcome.aspx
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Informed Consent and Form (ICF) and HIPAA Authorization 

1. STEP ONE: Obtain informed consent and HIPAA 
authorization

2. VA Form 10-0493,  Authorization for Use and 
Release of Individually Identifiable Health 
Information Collected for VHA Research = HIPAA 
Authorization

3. The participant (or LAR) must sign and date the ICF 
and HIPAA authorization.

4. Ensure the correct spelling of the participant’s 
name is on all pages of the Informed Consent. No 
nicknames. 

5. HIPAA Authorization is no longer stamped with IRB 
approval date.
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Reporting Requirements to DVAHCS IRB
REPORT TO IRB IMMEDIATELY (within one hour)
1. Local Research Deaths

• Verbal notification to IRB (via research office)  immediately upon becoming aware of any local research death that is 
both unanticipated and related to the research.

2. Privacy and Information Security Incidents
• Privacy and/or Information Security incidents in VA research: Inappropriate access, loss or theft of PHI; noncompliant 

storage, transmission, removal, or destruction of PHI; theft, loss or noncompliant destruction of equipment 
containing PHI.

• Report within one hour to VHADURResearchEventReport@va.gov
• Submit to the IRB using the Report Form for Privacy and/or Information Security Incidents in VA Research within 5 

business days of learning of the event.

REPORT TO IRB WITHIN 5 DAYS OF LEARNING OF THE EVENT
1. Local Serious adverse event that is both unanticipated and related to the research.

2. Local Serious problem that is both unanticipated and related to research.

3. Local serious or continuing noncompliance with IRB or other human research protection requirements.

4. For local serious problems or serious adverse events that are both unanticipated and related, submit the to 
IRB/Research Office Serious Unanticipated Adverse Event or Problem Related to Research Report Form.

ALL OTHER  PROTOCOL DEVIATIONS, UNANTICIPATED PROBLEMS, AND ADVERSE EVENTS WILL BE REPORTED AT THE NEXT 
CONTINUING REVIEW.
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Study Monitoring Visits

Internal / DVAHCS Auditing and Monitoring

1. Annual Informed Consent Audit

2. Triennial audit

3. For Cause Audit

Other VA Auditing and Monitoring (CSP SMART)

• Complete the CRA Monitoring Visit Entrance and Exit 
forms

External Auditing and Monitoring

• Monitor must check-in with the Research Office to 
obtain a visitor’s badge 

• Complete the CRA Monitoring Visit Entrance and Exit 
forms
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Study Closure 
WHEN TO CLOSE A STUDY:
1. Enrollment is closed; follow-up procedures are completed; no longer collecting individually identifiable 

information

2. All approved data analyses (and manuscript preparations) and data cleaning are complete.

3. Multi-site and industry sponsored studies: All data has been sent to the coordinating center or sponsor 
and the sponsor or coordinating center sends written notification to the local site investigator indicating 
the site may be closed.

HOW TO CLOSE A STUDY: 
1. At the time of continuing review

2. Outside continuing review: Submit a memo to IRB requesting study closure and a progress report 
describing activities since the last continuing review.

RECORD RETENTION AND STORAGE:
1. Investigator files must be maintained for 6 years, in most cases, after study closure.

2. Contact Lester.Nichols@va.gov for archiving and storage.
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TIPS and BEST PRACTICE
RECRUITMENT

1. Initial contact must be made in person or by mailed letter prior to initiating 
telephone contact. No cold calling.

CORRECTING ERRORS 

1. Do not whiteout or erase 
mistakes.

2. Draw a single line through 
the text, initial and date 
beside the edit.

3. The original author 
corrects error.
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VA Central IRB (VA CIRB)

Initial Review

1. Submit to R&DC: 
• Local Site Investigator (LSI) initial review application
• Application for Initial Review of Research—VA CIRB 

Project
• Other local forms (as applicable) 

2. If applicable, local committee review (e.g., SRS) 

3. Receive written R&D Committee approval

Ongoing: Continuing Review, Amendments, Study Closure

1. The complete and approved CIRB Continuing Review application will 
be submitted to R&DC.

2. Studies that require local SRS review will undergo a local continuing 
review by SRS.

3. Individual CIRB approved amendments, notifications, updates, etc.                                                        
do not require submission to R&DC.

4. The CIRB approved study closure report will be submitted to R&DC. 

*CIRB Local Site Liaison: Hayley White* 
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Revised Common Rule 45 CFR 56

Compliance and Effective Date: January 21, 2019
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Recent Form Updates:
1. Request for Initial Review, Appendix C: Inclusion of 

Subjects with Impaired Decision-Making Capacity
2. Request for Continuing Review of Research, 
Section J. Overview / Findings
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Questions and Contact

Hayley White

Human Research Protections Program (HRPP) Coordinator 

(919) 286-0411, ext. 17-4726

Hayley.White2@va.gov
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