Ralph H. Johnson VAMC
RESEARCH COMPLIANCE OFFICE
Standard Operating Audit Procedures

I. Purpose
This policy establishes the framework for the Research Compliance Program, which supports the operations of the Ralph H. Johnson VA Medical Center (RHJVAMC) mission and vision.  The scope of this program is oversight of the research compliance practices of all involved in research at RHJVAMC.  This document provides policy and standard operating procedures for the research compliance program, including proactive dissemination of research compliance policy changes and audits of research projects, in accordance with applicable laws, regulations, and health industry research standards. 

II. Functions
The Research Compliance Office will report directly to the Ralph H Johnson VA Medical Center (RHJVAMC) Director and perform the following functions:

· The RCO conducts, supervises, or verifies all audits
· Serves as a local resource for regulations, policies, memoranda, alerts, and other VA and federal requirements related to research compliance.
· Serves as a consultant on the Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC), Subcommittee on Research Safety (SRS), and Research and Development (R&D) Committee.
· Provides education to investigators and research staff regarding regulatory and policy requirements.
· Maintains as accurate census of all active VA research protocols.
· Disseminates research compliance policy changes as needed to the R&D Committee, research subcommittees, and research staff.
· Ensures prompt reporting in accordance with all applicable policies to the Office of Research Oversight (ORO).
· Promptly forwards all apparent cases of serious and/or noncompliance to the necessary subcommittee(s) as appropriate, and the Facility Director and ORO, with simultaneous copies to the VISN Research Compliance Officer, Facility Chief of Staff (COS), Associate COS for Research (ACOS/R), Chair of R&D Committee, and Administrative Officer for Research (AO/R).

III. Definitions

Research Compliance Staff
· Research Compliance Officer (RCO): 
An employee who is responsible for developing, implementing, maintaining, and supervising compliance oversight activities for research activities.  The RCO provides leadership, expertise, and strategic direction for the facility’s research compliance program, in addition to supervising the duties of the Research Compliance Auditor.
· Research Compliance Auditor (RCA):
	An employee whose primary responsibility is dedicated auditing, 
	monitoring, and reporting on the conduct of all VA research (including 
	human subject research, animal research, basic biomedical research, health 
	services research).


Active Study is a study approved by and under continuing oversight from the Research and Development Committee (R&DC), Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC), Subcommittee on Research Safety (SRS), or other VA research oversight committee regardless of whether the study is “open” or “closed” to accrual.
 
Adverse Event (AE).  An AE is any untoward physical or psychological occurrence in a human subject participating in research. An AE can be any unfavorable or unintended event, including an abnormal laboratory finding, symptom, or disease associated with the research or the use of a medical investigational test article.  An AE does not necessarily have to have a causal relationship with the research, or any risk associated with the research or the research intervention, or assessment (see subpar. 4u).  		
A local AE is one occurring at a site for which the VA investigator’s Institutional Review Board (IRB) of Record is responsible.  NOTE:  AEs are further discussed in VHA Handbook 1200.05.  

Serious AE (SAE) or Serious Problem.  For the purposes of this 	Standard Operating Procedure, an SAE in research is an AE that results in death, a life-threatening experience, inpatient hospitalization, prolongation 	of hospitalization, persistent or significant disability or incapacity, 	congenital anomaly, or birth defect. A serious problem in research is one that results in: (a) Substantive harm or damage (or risk of substantive harm or damage) to the safety, rights, or welfare of research subjects, research staff, or others; or (b) Substantive harm or damage (or risk of substantive harm or damage) to the safety or welfare of laboratory animals.  

Unanticipated or Unexpected Problem or AE.  An unanticipated or unexpected problem or AE is one that is unforeseen in terms of nature, 	severity, or frequency of occurrence, as documented in the protocol or other materials approved by the R&D Committee, IRB, IACUC, or other relevant oversight committee.  For human research, such materials may include the informed consent document, clinical investigators’ brochure, product labeling, etc.

Definitions for Non-compliance

· Non-compliance is the failure to comply with Federal regulations regarding research or the requirements and determinations of the IRB, IACUC or SRS as defined in appropriate VHA Handbooks.  Non-compliance applies to everyone, including:  Investigators, Research Staff, or other persons associated with a research protocol, IRB Members, or Research Office.  

· Continuing Noncompliance.  Continuing noncompliance is persistent or 	repeated failure, either in the past or extending into the present, to satisfy 	VA or other Federal research requirements.

· Serious Noncompliance.  Serious noncompliance is the failure to adhere to the laws, regulations, or policies governing VA research that: (1)  Results in substantive harm or damage (or risk of substantive harm or damage) to the safety, rights, or welfare of human subjects, research staff, or others; or (2)  Results in substantive harm or damage (or risk of substantive harm or damage) to the safety or welfare of laboratory animals; or (3)  Substantively compromises the integrity or effectiveness of research protections, either systemically or relative to a particular 	protocol or project.

· Research Misconduct.  Research misconduct is fabrication, falsification, or plagiarism in proposing, performing, or reviewing research, or in reporting research results.  NOTE:  The terms “fabrication,” “falsification,” and “plagiarism” are further defined in VHA Handbook 1058.2.

Allegation of non-compliance is an assertion made by a party that must be proved or supported with evidence.

Complaint is a charge made by a researcher, research participant, or other party expressing dissatisfaction with the study process. 

Administrative Hold is a voluntary interruption of research enrollments and/or ongoing research activities by an appropriate facility official, research investigator, or sponsor (including the VHA Office of Research and Development (ORD) when ORD is the sponsor). 

Suspension is a temporary or permanent withdrawal of approval of some or all research activities related to concerns about safety, rights, or welfare of human research subjects, research investigators, research staff, or others.

Termination is a permanent withdrawal of all research activities.

IV. Audits 
The RCO/RCA conducting the audits must be independent of the research program and the research study under review. Any conflict of interest with a project or investigator should be revealed and the RCO will work to manage the conflict.

The RCO/RCA conducts periodic auditing to assess compliance with all applicable laws, regulations, and policies including those related to privacy, confidentiality, and information security requirements. Auditing is a mechanism to evaluate VA’s human subject research program and, when appropriate, identify areas for corrective action. An active auditing program should provide reasonable assurance of the integrity of the research program.

All reports or allegations of non-compliance will be investigated, and if confirmed, appropriate corrective actions will be taken. Corrective actions will be appropriate to the nature and the degree of non-compliance.

A. Routine Audits: These are: 1) Informed Consent Form Audits that are performed annually and 2) Triennial Regulatory Audits for Human, Animal and Research Safety that are performed once every three years.
B. “For Cause” Audits: “For cause” audits will be scheduled as soon as possible after the noncompliance has been reported or alleged. The PI and the coordinator (if applicable) will be notified via e-mail or telephone to confirm a date and time for providing the audit materials to the Research Compliance Office. The Investigators must comply with providing the materials required for the audit or notification will be forwarded to the ACOS/R and AO. Either the PI or a selected designee or someone associated with the project must be available for questions and answers that may arise during or after the audit.
C. Unannounced Audits: The RCO reserves the right to audit a research study or any part of a research study unannounced at any time.

1.  INFORMED CONSENT AUDITS
All human research studies must have an Informed Consent audit performed on every Informed Consent that was obtained during the audit period.  The IRB, R&D Committee, the Principal Investigator (PI), VHA administration (ORD, ORO), Facility Director, the ACOS/R&D, or the RCO may require more frequent audits.  They can also require focused audits of one or more aspects of the study. The requirement to increase the frequency of audits or to audit specific aspects of the study can be based on such considerations as:
· Involvement of vulnerable populations
· Level of risk
· Phase I or Phase II studies
· Involvement of FDA approved drugs for which there has been a safety warning, or change in the labeling that indicates increased risks
· Issues of noncompliance
· Data breach

There may be active human subject protocols for which no consent documents were signed during the review period because:
1. The protocols were exempt from Institutional Review Board (IRB) review;
2. The IRB waived the requirement for informed consent or waived the requirement for signed consent document; or 
3. No subjects were accrued or “re-consented.”
For situations 1 and 2, the administrative portion of the audit tool is completed, indicating what waivers were approved for the study. For situation 3, the administrative portion of the audit tool is completed and “no subjects accrued or re-consented should be indicated on the audit tool.

Audit Tool
The Informed Consent audit tool provided by ORO may be modified for use by the Research Compliance Office as long they only add to but not take away information required on the ORO tool.  Refer to the ORO SharePoint website at http://www.va.gov.oro/ for specific guidance in the use of the tool. The informed consent audits may be conducted using the following:
· Informed Consent and HIPAA authorization (documentation in CPRS or study files) OR
· Waiver documentation (eIRB or study files)
· IRB and/or R&D study files

Informed Consent Audit Process
1. The Research Compliance Office will notify the PI via email, and study coordinators when appropriate, to schedule the audit.
2. The PI and study staff will have 10 business days to respond with required documents.
a. For studies with subject consent forms scanned into CPRS, the study team can email via PKI or fax the study subject master and the record of approved consent forms to the Research Compliance Office.  
b. For studies with paper consents not in CPRS, an audit appointment will have to be made for the Compliance Office to gain access to the consent forms in order to complete the review.
3. Investigators may request to reschedule for appropriate reasons. Except in extreme circumstances, audits will not be postponed for more than 3 weeks after initial notification.  
4. If the Compliance Office does not receive a response from the PI within 2 weeks of the initial contact attempt, notification will be forwarded to the ACOS/R and AO for assistance in obtaining the documents needed to perform the audit.
5. The audit will be completed using the facility’s modified informed consent audit tool.
6. After the audit has been completed, the RCO will inform the study staff of the findings of the audit. A report of the audit will be sent to the PI and to the IRB.  (With the new eIRB system, it is the PI responsibility to upload the audit report and response, if applicable, in eIRB within 3 weeks of receipt of the audit report.) Any alleged noncompliance found during the course of the audit will be addressed immediately.
 
2.  TRIENNIAL REGULATORY AUDITS
There are 3 types of triennial regulatory audits: 1) Human Research Studies, 2) Animal Welfare Audits and 3) Research Safety Audits. A list of the projects and study status will be exported periodically to an EXCEL spreadsheet and printed which will serve as a worksheet. As projects are audited, the audits dates are transcribed on the worksheet as a permanent record.

A. Human Research Studies 
All human studies research protocols will receive a regulatory audit at least every 3 years. If an Informed Consent audit is due at the same time as the Triennial Regulatory Audit, then they will be performed at the same time. (See Informed Consent Audit section). Once a Triennial Regulatory Audit has been performed, an additional regulatory audit will not be required when the study becomes completed.

The only exceptions to performing a regulatory audit at least every 3 years are: 1) Protocols that were initially approved by the R&DC prior to January 1, 2008 and 2) Human subject protocols that have been determined to be exempt from IRB oversight.
  
In addition to the required Triennial Regulatory Audits, the RCO might decide to audit if: (i) the protocol involves greater than minimal risk; or (ii) the investigator has a previous history of serious noncompliance; etc. Careful planning will be needed to ensure that all research protocols will receive a regulatory audit at least every 3 years.  Note: In some cases the timelines may shift due to clinical or other mandates. 
Areas to be audited include, but are not limited to:
· Regulatory Compliance (Study Binder, eIRB, Research Office files, or other files)
· Adverse event reporting (eIRB and/or study files)
· Inclusion and exclusion criteria (CPRS consent template and/or study files)
· Training requirements met (Human/Animal/Safety in Research Compliance Office, IACUC Coordinator Office and/or Research Admin Office)
· Current Scope of Practice (Research Admin Office)

Human Regulatory Audit Tool
VHA Triennial Regulatory Compliance Audit Good Clinical Practice & Human Research Protection Program Audit Tool can be found at the ORO SharePoint website at http://www.va.gov/oro/ 

Human Research Study Audit Process
1. The Research Compliance Office will notify the PI and study coordinator (when applicable) via email approximately 2-4 weeks prior to the human study audit.  
2. The PI and study staff will have 2 weeks to respond with required documents and to allow the PI to a time to review the study binder and other study documents. In instances where the PI chooses not to be present, a selected designee or someone associated with the project must be available for questions and answers that may arise during the audit.
3. Investigators may request to reschedule for appropriate reasons. Except in extreme circumstances, audits will not be postponed for more than 3 weeks after initial notification.  
4. If the Compliance Office does not receive a response from the PI within 2 weeks of the initial contact attempt, notification will be forwarded to the ACOS/R and AO for assistance in obtaining the documents needed to perform the audit.
5. The audit will be completed using the Human Research Study Audit Tool. 
6. After the audit has been completed, the RCO will meet informally with the study staff to review the findings of the audit. In addition, the RCO will send a report of the audit to the PI and to the IRB.  (With the new eIRB system, it is the PI responsibility to upload the audit report and response, if applicable, in eIRB within 3 weeks of receipt of the audit report.)  Any alleged noncompliance found during the course of the audit will be addressed immediately.
		
In addition to the information evaluated above, all study staff qualifications and training must be assessed for each research project during the Triennial Human Studies Audit. Research training requirements for personnel (VA employees and WOCs) engaged in Human Subjects Research includes the completion of the CITI Human Subjects Research Training and the VA Good Clinical Practices component prior to the research. The refresher training must be completed every two years. All research training is located in Research Compliance Office.

Lesser issues of noncompliance (those that were never considered to be apparent serious or continuing noncompliance per examples provided in VHA Handbook 1058.01) that are found during a human regulatory audit or informed consent audit will be resolved by the IRB and/or through the RCO. Resolution of these issues depends upon the nature and extent of the noncompliance. 

Apparent Serious or Continuing Noncompliance Found During a Human Research Audit
All reports or allegations of non-compliance will be investigated, and if confirmed, appropriate corrective actions will be taken. Corrective actions will be appropriate to the nature and the degree of non-compliance.

1. An RCO/RCA identifying apparent serious or continuing noncompliance (as defined in examples provided in VHA Handbook 1058.01) during an informed consent or regulatory audit must perform an investigation and prepare a written report of the noncompliance to the Facility Director, the ACOS/R, the R&DC Chair and IRB within 5 business days of discovery.  
2. The Facility Director reports apparent serious or continuing noncompliance within 5 business days after notification to the ORO Regional Office, ORD, and VISN leadership.
3. The apparent serious or continuing noncompliance will be reported in writing (on the agenda) for the next RD&C meeting. 
4. The IRB chair/designee will make a preliminary determination of whether the issue is noncompliance, serious or continuing. If the issue is determined by the IRB chair/designee to be noncompliance, that is potentially serious and/or continuing noncompliance, the issue will be referred the next IRB convened meeting for final determination. 
· Noncompliance found during a human regulatory audit that is determined to be neither serious or continuing by the IRB chair/designee will be provided a corrective action plan (with a timeline) which is proposed by the RCO and approved by the IRB chair/designee. The determination and corrective action plan will be presented to the R&D Committee. The RCO will report the noncompliance to ORO as a follow-up report to the initial report. Additional reporting may be required to outside entities.
5. The IRB, in a convened meeting, will determine if the noncompliance is serious noncompliance and/or continuing noncompliance. 
6. If no serious or continuing noncompliance occurred, then a final report to the R&D Committee and follow-up to ORO to is required. A corrective action plan will be provided by the IRB in the convened meeting with a timeline for completion. The RCO will provide follow-up report to ORO and any other relevant entities as required.
7. The IRB Chair or designee must report the IRB’s determination of serious and/or continuing noncompliance to the Facility Director, ACOS-R and R&D Committee within 5 business days after the determination. 
8. The Facility Director must report to ORO RO within 5 business days after notification (or if previously reported, provide a follow-up. Additional reporting to outside entities may be required, such as OHRP.
9. In instances of serious and/or continuing noncompliance as determined by the IRB, the R&D Committee will meet to review the case and either accept the IRB’s corrective action plan or suggest additional actions to the R&D Committee. Consideration will be given to the nature of the deficiency or issue, its impact on the safety of the human subjects, and the investigator’s compliance history. Corrective actions may include, but are not limited to:
· Study termination
· Approval suspension
· Suspend enrollment and/or all or specific research procedures in the protocol in question
· Mandated education for the PI and/or the research staff
· A change in the reporting requirements (AEs, re-approvals, amendments, etc.)
· This change in reporting requirements may involve all studies under the direction of the PI, or only the particular study in which the deficiencies were identified
· The establishment, by the PI, of a corrective action plan to ensure that deficiencies or lapses are corrected and do not re-occur
· Further monitoring of the research or consent process
· Notification of current and past participants
10. The RCO will present the final corrective action plan to the R&D Committee. The R&D Committee will review and approve the final corrective action plan.
11. The RCO will follow-up on all elements of the corrective action plan to ensure all have been completed. 
12. Follow-up reports will be provided to ORO as requested.
13. A final report will be provided to R&D Committee and ORO when all elements of the corrective action plan have been completed. 



B. Animal Welfare Audits
All active animal protocols must be audited every three years. If the project was approved prior to 1/1/2008, the most recent triennial approval date will be used. If a Research Safety Audit is due at the time of the Animal Welfare Audit, the Research Safety audit will be performed at the same time. If an Institutional Animal Care and Use approved protocol closes during the audit period and has had a previous regulatory animal welfare audits since its last triennial review, no additional audit is required.

Animal Welfare Audit Tool
VHA Triennial Regulatory Compliance Audit Animal Welfare Audit Tool is found at the ORO SharePoint website at http://www.va.gov/oro/

Animal Welfare Audit Process
1. The protocol file, maintained by the IACUC Coordinator, including the ACORP will be examined and items recorded for each species on the audit tool.
2. Training documentation will be review for all required animal training for all personnel associated with the protocol. This documentation is maintained in the IACUC Coordinator’s office.

In addition to the information evaluated above, all study staff qualifications and training must be assessed for each research project during the Animal Welfare Audit. Research training requirements for personnel engaged in animal studies must be completed prior to engaging in the animal research. Species specific training is required for those handling animals. Other specific training such as for the administration of anesthesia or surgery may be required by the IACUC or veterinarian as needed. 

Noncompliance Found During an Animal Welfare Audit
The following event(s) must be reported (verbally) then if applicable, in writing to the Associate Chief of Staff-Research (ACOS-R), Veterinary Medical Officer (VMO), Administrative Officer-Research (AO-R), Institutional Animal Care and Use Committee (IACUC) Chair, or the Research Compliance Officer (RCO) within 5 business days of becoming aware of:
· Conducting research either by personnel not authorized to perform VA research (credentialing has not been done or in not complete) or personnel have not completed appropriate training requirements.
· Initiation of VA animal research without approval from the IACUC or without written notification from the ACOS-R that the project may begin
· Continuation of research beyond the expiration date established by the IACUC without appropriate renewal of the protocol, even if the research is a continuation of work that was previously approved by all relevant research review committees.
· Failure to comply with continuing review requirements of the IACUC or other relevant research review committees.
· Significant deviation from the IACUC approved protocol prior to receiving approval from the IACUC to amend the protocol.
· Any noncompliance or other deficiency that substantively compromises the effectiveness of the facility’s animal research protection or animal research oversight program.


IACUC Review of Reported Noncompliance
The IACUC must review any report of alleged noncompliance at its next convened meeting.
1) An emergency convened IACUC meeting may be held if the noncompliance presents a significant risk to the safety of research personnel or animals. 
2) If the IACUC determines that noncompliance has occurred, the IACUC Chair, or designee must report the determination directly (without intermediaries) to the facility Director within 5 business days after the IACUC’s determination.
3) The report must be made in writing (prepared by the RCO), with a simultaneous copy to the ACOS-R, the R&D Committee, and any other relevant research review committee.
4) The Medical Center Director must report (report prepared by the RCO) the IACUC’s determination to the Office of Research Oversight (ORO) Central Office, with a simultaneous copy to the VISN Director and Office of Research and Development Central Office, within 5 business days after receiving notification. An initial report of an IACUC determination is required regardless of whether the determination is preliminary, under investigation or final.


Suspensions or Terminations of Animal Protocols
1) The ACOS-R, R&D Committee, IACUC Committee or other relevant research review committee, or facility official may suspend or terminate any research due to health, safety or welfare of laboratory animals, research staff or others.
2) Any suspended or terminated research must be reported directly (letter prepared by the Research Compliance Officer) to the RHJVA Medical Center Director within 5 business days after the suspension or termination occurs.
3) The report must be made in writing (prepared by the RCO), with a simultaneous copy to the ACOS-R, the IACUC, the R&D Committee, and any other relevant research review committee.
4) The RHJVA Medical Center Director must report (letter prepared by the Research Compliance Officer) the suspension or termination of research to the appropriate ORO-CO  within 5 business days after being notified. NOTE: Suspensions or terminations of animal research are to be reported whether they impact a specific study or the entire program.

C. Research Safety Audits
Research that is reviewed and followed by the Research Safety Subcommittee requires a triennial Research Safety Audit every three years. This audit will be conducted congruently with the Human Subjects or Animal triennial audit. For projects that have no human or animal component, the Research Safety Audit will be performed independently and within the three year time period. Once a Triennial Regulatory Audit has been performed, an additional regulatory audit will not be required when the study becomes completed.

Research Safety Audit Tool
VHA Triennial Regulatory Compliance Audit Research Safety Audit Tool found at the ORO SharePoint website at http://www.va.gov/oro/

Research Safety Audit Process
1.  The protocol record will be used to obtain the information needed, and will be recorded on the audit tool.
2. Training documentation will be review for all required safety training for all personnel associated with the protocol. This documentation is maintained in the Research Compliance Office.

Research training requirements for personnel engaged in research studies followed by the Subcommittee for Research Safety includes the CITI research safety training prior to engaging in the research. The safety refresher training is required every two years afterward. 


Noncompliance Found During a Research Safety Audit
The following event(s) must be reported (verbally) then if applicable, in writing to the Associate Chief of Staff-Research (ACOS-R), Administrative Officer-Research (AO-R), Subcommittee for Research Safety (SRS) Chair, or the Research Compliance Officer (RCO) within 5 business days of becoming aware of:
· Conducting research either by personnel not authorized to perform VA research (credentialing has not been done or in not complete) or personnel have not completed appropriate training requirements.
· Initiation of VA research requiring safety review without required approval(s) by the SRS, other relevant research review committees, including the Research and Development Committee (R&DC).
· Failure to implement changes required by the SRS as a condition of approval.
· Initiation of VA research without written notification from the ACOS-R that the research project may begin. 
· Implementation of deviations to the research protocol without SRS approval.
· Failure to comply with continuing review requirements of the SRS or other relevant research review committees.
· Continuation of research beyond the expiration date established by the SRS without appropriate renewal of the protocol, even if the research is a continuation of work that was previously approved by all relevant research review committees.
· Any noncompliance or other deficiency that substantively compromises the effectiveness of a facility’s research safety programs.


SRS Review of Noncompliance
Any noncompliance that presents a significant risk to the safety of research personnel or the environment may require immediate attention and an emergency meeting of the convened SRS may be held. (Safety Reportable Events/Incidents are reported per Research Safety Reportable Events Policy.) 

1) All noncompliance as described above that do not present a significant risk to the safety of research personnel or the environment must be reviewed at the next SRS convened meeting.
2) The SRS must determine that a reportable event did or did not occur within 30-45 days after receiving the report. 


Suspensions or Terminations of SRS Protocols
5) The ACOS-R, SRS, R&D Committee, or other relevant research review committee, or facility official may suspend or terminate any research due to safety related issues.
6) Any suspended or terminated research must be reported directly (letter prepared by the Research Compliance Officer) to the RHJVA Medical Center Director within 5 business days after the suspension or termination occurs.
7) The RHJVA Medical Center Director must report (letter prepared by the Research Compliance Officer) the suspension or termination of research to the appropriate ORO-RO within 5 business days after being notified.
	
Reporting Requirements of the SRS and Medical Center
1) If the SRS determines that noncompliance has occurred (as described above), the SRS Chair must report the determination (in a letter prepared by the Research Compliance Officer) directly to the RHJVA Medical Center Director within 5 business days after the SRS’s determination.
2) The RHJVA Medical Center Director (letter prepared by the Research Compliance Officer) must report the SRS’s determination of a reportable event/incident to the appropriate ORO RO with a simultaneous copy to the VISN Director (through the VISN RCO) and the Office of Research and Development within 5 business days after receiving notification.  This initial report of the SRS determination is required regardless of whether the determination is preliminary or resolved at the time of the report. 

V. Annual Reporting of Facility Audits and Research and Development Program

The Facility Director’s Certification and Instructions can be found on the ORO RCO SharePoint site.
· Annual Facility Director’s Certification will summarize all Regulatory Audits and Informed Consent Audits during the audit cycle of each reporting year.
· The Annual Facility Director’s Certification and supplemental information will be presented orally and in writing to the Medical Center Director.
· The Facility Director’s Certification will be finalized and submitted electronically by the Medical Center Director to ORO per instructions issued.   

VI. Million Veteran Program (MVP) Audits

The Million Veteran Program (MVP) is a national VHA research program to learn how genes, lifestyle, and military exposures affect health and illness. All veterans who are enrolled in the VA Healthcare System at a participating VA site are eligible to participate. Blood samples from patients and healthy individuals will be stored at the VA Central Repository. Information collected about Veterans’ health, disease characteristics and lifestyle will be stored in the VA Central Research Database. The goal of the MVP is to enroll as many as 1 million Veterans nationwide over 5-7 years beginning 2011. Health information will be followed and updated over the years.

Requirements for Auditing MVP Informed Consents and HIPAA documents:
1. The RCO will obtain a list of the Veterans that have been enrolled in the MVP at the RHJVAMC every week, and will audit the documents of at least 10% of the Veterans on each week’s list.  (Note:  If more than 10% of enrolled Veterans are audited during a given week, it will NOT affect the requirements to audit at least 10% of Veterans enrolled in subsequent or previous weeks.
2. Only subject numbers should be used (no PHI should be collected)
3. If a deficiency is identified during an audit, a repeat audit of that Veteran’s documents will be performed 2 weeks later to determine if the deficiency has been corrected by the MVP quality control process.
4. The RCO will report to ORO one month after the end of each quarter the following information in electronic format:
· The number of Veterans enrolled monthly
· The number of Veterans whose records were audited monthly
· The number of deficiencies identified
· Whether or not the deficiencies were corrected
5. The first reporting for MVP from RHJVAMC will be due by January 31, 2012 and will include monthly data for each month subsequent to that RCO’s last MVP audit, through November 30, 2011. 

6. Subsequent reports will then be every 3 months, at the end of June, September, December, and March and will include data from the previous quarter of the auditing period. Those quarters are June-August, September-August, September-November, December-February, and March-May.  These requirements will continue until enrollment has ended.

VII. References
Office of Research Oversight (ORO) Guidance Regarding Research Compliance Officer (RCO) Audit and Training Requirements; May 2012
 
VHA Handbooks:
	1200.05  Requirements for the Protection of Human Subjects in Research 
1200.6    Control of Hazardous Agents in VA Research Labs 
1200.08  Safety of Personnel Engaged in Research
1200.01  Research and Development Committee 
1058.01  Requirements for Reporting Research Events to Facility Oversight Committees and the Office of Research Oversight
1200.7   Use of Animals in Research.
	
	
	


Code of Federal Regulations (CFRs):
Human Subjects Protection -Title 38 (CFR), parts 16 and 17; Title 45 CFR, parts 46 and 164; FDA - 21 CFR, parts 50, 54, 56, 312, 809, and 812.


Other policies and references:  
AAHRPP standards and RHJVAMC policies regarding the Research and Development (R&D); Institutional Review Board (IRB) policies and procedures; Human Research Protection Program (HRPP) policy; Safety Review Subcommittee (SRS); RHJVAMC IAUCUC policies and Handbook; Guide for the Care and Use of Laboratory Animals (“The Guide”)
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