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I. [bookmark: I_Functions]Functions
The Research Compliance Officer (RCO) is responsible for the development and implementation of the Research Compliance Program at VA Western New York Health Care System (VAWNYHS).  The RCO reports directly to the Medical Center Director (MCD).  The RCO holds a permanent, full-time position.  The RCO must be independent of the research program and the research study under review.
The daily assignments and tasks of the RCO are independent of the Research Office. The RCO will perform the following functions:

A. Conduct audits and reviews to ensure compliance with all VA and other federal requirements for the conduct of research, including:
1. Audits of all active studies to ensure compliance with the regulations and policies on informed consent.
2. Regulatory compliance audits for all active studies as specified by VA Office of Research Oversight guidance.

B. Serve as a local resource for regulations, policies, memoranda, alerts, and other VA and federal requirements related to research compliance.

C. Serve as a non-voting 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 with a standing invitation to all meetings.

D. Serve as the Research Service representative on the Compliance and Business Integrity Committee (CAB).

E. Serve as the Research Service representative on the Accreditation Committee.

F. Provide education to investigators and research staff regarding regulatory policy and requirements.

G. Provide education and guidance to the research oversight committees to enable the research staff to maintain a program that meets the objectives and requirements of the VHA Handbooks, Directives and Memoranda.

H. Ensure prompt reporting in accordance with all applicable policies to the Office of Research Oversight (ORO) and local VISN policy.

I. Remain up-to-date with required VA training for RCOs.

J. Develop policies and standard operating procedures for the auditing program.

K. Regularly attend ORO monthly calls.

L. Provide new investigator training to individuals new to human subjects research and VAWNYHS, and who will be conducting a study requiring informed consent.  This training includes requirements for proper informed consent, as well as regulatory, and local VAWNYHS requirements for the conduct of human subjects research. 

M. Provide quarterly reports of compliance efforts and research program status to the MCD, VISN 2 Compliance Officer, VAWNYHS CAB, VAWNYHS Accreditation Committee and VAWNYHS R&D Committee and subcommittees.

II. [bookmark: II_Definitions]Definitions
A. Administrative Hold:  An 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 ORD when ORD is the sponsor).
1. The term “administrative hold” does not apply to interruptions of VA research related to concerns regarding:
a. The safety, rights, or welfare of human research subjects, research investigators, research staff or others; or
b. The safety, health, or welfare of laboratory animals.
2. The terms “suspension” and “termination” apply to research interruptions related to the concerns described above.
3. An administrative hold must not be used to avoid reporting deficiencies or circumstances otherwise covered by any VHA Handbooks, or other Federal requirements governing research.

B. Adverse Event (AE):  An AE is any untoward physical or psychological occurrence in a human subject participating in research. An AE can be an unfavorable and 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. NOTE: AEs are discussed in VHA Handbook 1200.05

C. Allegation of Non-Compliance:  An assertion made by a party that must be proved or supported with evidence.

D. Animal (Laboratory Animal):  A laboratory animal is generally defined as a live (non-human) vertebrate used or intended for use in research, training, experimentation, biological testing, or a related purpose. NOTE: Animal research is discussed in VHA Handbook 1200.07.

E. Assurance of Compliance:  An Assurance of Compliance is a written commitment to a Federal department or agency to ensure compliance with applicable requirements.

F. Continuing Non-Compliance:  Continuing noncompliance is a persistent failure to adhere to the laws, regulations, or policies governing human research. Noncompliance applies to everyone, including: Investigators, Research Staff, or other persons associated with a research protocol, Committee Members, or Research Office staff.

G. Data Monitoring Committee (DMC), Data and Safety Monitoring Board (DSMB), or Data Safety Monitoring Committee (DSMC):  A DMC, DSMB, or DSMC is a group of individuals with relevant expertise that reviews accumulating data from one or more ongoing research studies on a regular basis. The DMC, DSMB, or DSMC independently advises the sponsor or principal investigator (PI) regarding the continuing safety of study subjects, as well as the continuing validity and scientific merit of the study.

H. VA Facility:  A VA facility is any entity that is operated by VA, including but not limited to: VA hospitals, medical centers, and health care systems. A VA facility may include multiple campuses and satellite components.

I. VA Facility Director:  A facility Director is the Director of a VA Medical Center or a VA Health Care System. The terms “facility Director” and “medical center Director” are considered synonymous. The facility Director serves as the Institutional Official (IO) for VA research facilities and programs.

J. Human Research:  Human research is research involving any of the following: one or more human subjects, data containing identifiable private information about one or more living individuals, or one or more human biological specimens.

K. Human Subject:  A human subject is a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or identifiable private information. NOTE: Private information is considered individually identifiable when it can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. Private information that cannot be so linked by the investigators is not considered individually identifiable. Although coded information is generally considered individually identifiable, the following situations would render information not individually identifiable in a research project: (a) the investigators and the holder of the code-key enter into a written agreement prohibiting the release of the code-key to the investigators under any circumstances; or (b) there are written policies and operating procedures approved by the IRB for a repository or data management center that prohibit the release of the code-key to the investigators under any circumstances; or (c) there are other legal requirements prohibiting the release of the code-key to the investigators. Human subjects are discussed in Title 38 Code of Federal Regulations Part 16 (38 CFR 16) and VHA Handbook 1200.05. Guidance regarding use of biological specimens in research may be found on the ORD website at: http://www.research.va.gov/.

L. Institutional Animal Care and Use Committee (IACUC):  An IACUC is a committee formally designated by and institution to review and conduct continuing oversight of animal research to ensure ethical treatment of animals and compliance with animal research regulations and guidelines. The IACUC is responsible for monitoring the animal care and use program (ACUP) and the facilities utilized to house and work with animals, and for working with the IO to correct any problems that have been identified. NOTE: IACUCs are discussed in VHA Handbook 1200.07.

M. Institutional Official (IO):  The IO is the individual legally authorized to serve as the signatory official committing a research entity to compliance with Federal requirements.

N. Institutional Review Board (IRB):  An IRB is a board, committee, or other group formally designated by an institution to review, approve, require modifications in, disapprove, and conduct continuing oversight of human research. NOTE: IRBs are discussed at 38 CFR 16 and VHA Handbook 1200.05.

O. Memorandum of Understanding (MOU):  An MOU is a formal, written agreement entered into by and between (or among) two (or more) parties to set forth the terms, conditions, and understandings of the parties with respect to a specific activity. The MOU helps to ensure that all parties maintain compliant programs of research while defining responsibilities and reducing unnecessary duplication of effort and services.

P. Principal Investigator (PI):  A PI is a qualified individual who directs a research project or research program. The PI oversees scientific, technical, and day-to-day management of the research. In the event of research conducted by a team of individuals, the PI is the responsible leader of the research team.

Q. Related AE or Related Problem:  A “related” AE or a “related” problem in VA research is an AE or problem that may reasonably be regarded as caused by, or probably caused by, the research (see 21 CFR 312.64).

R. Reportable:  The term “reportable” refers to an incident, event, or situation that must be reported under the requirements of an applicable regulatory or oversight entity.

S. Research:  Research is a systematic investigation designed to develop or contribute to generalizable knowledge. In addition, clinical investigators [as defined, for example, by the Food and Drug Administration (FDA) at 21 CFR 50.3(c), 56.102(c), and 312.3(b)] constitute research under VHA Handbook 1200.05; any use of laboratory animals in research, testing, or training constitutes research under VHA Handbook 1200.07.

T. Research and Development (R&D) Committee:  The R&D Committee is a committee responsible, through the Chief of Staff (COS) to the VA facility Director, for oversight of the facility’s research program and for maintenance of high standards throughout that program. NOTE: R&D Committees are discussed in VHA Handbook 1200.01.

U. Research Compliance Officer (RCO):  An RCO is an individual whose primary responsibility is auditing and reviewing research projects relative to requirements for the protection of human subjects, laboratory animal welfare, research safety, and other areas under the jurisdiction of and specified by the ORO. In addition to conducting required audits, the RCO may serve as a nonvoting consultant, as needed, to the facility’s R&D Committee, IRB, IACUC, Subcommittee on Research Safety (SRS), and other research review committees. The RCO may not serve as a voting or nonvoting member of these committees. The RCO may attend meetings of these committees when requested by the committee or as specified by local SOP’s. NOTE: Guidance and materials related to RCO responsibilities, RCO education, and the conduct and reporting of required audits is updated periodically and posted prominently on ORO’s website at: http://www1.va.gov/oro/.

V. Research Impropriety:  Research impropriety refers to noncompliance with the laws, regulations, and policies regarding human subjects protections, laboratory animal welfare, research safety, research laboratory security, research information security, and research misconduct.  It does not encompass improper procedures or conduct in areas outside the mandate of ORO (for example, waste, fraud, abuse, or fiscal mismanagement).

W. Research Misconduct:  Research misconduct is fabrication (making up data or results and recording or reporting them), falsification (manipulating research materials, equipment, or processes, or changing or omitting data or results such that the research is not accurately represented in the research record), or plagiarism (the appropriation of another person’s ideas, processes, results, or words without giving appropriate credit) in proposing, performing, or reviewing research, or reporting research results. NOTE: Research misconduct is discussed in VHA Handbook 1058.02.

X. Research Review Committee:  A research review committee is any committee or subcommittee designated by a VA research facility to ensure compliance with Federal, VA, or facility requirements for the conduct of research (e.g., R&D Committee, IRB, IACUC, SRS).

Y. Serious AE (SAE):  An SAE is an AE in human research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect. An AE is also considered serious when medical, surgical, behavioral, social, or other intervention is needed to prevent such an outcome. NOTE: SAE’s are also discussed at 21 CFR 312.32(a).

Z. Serious Non-Compliance:  Serious noncompliance is a failure to adhere to the laws, regulations, or policies governing human research that may reasonably be regarded as:
1. Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others; or
2. Substantively compromising the effectiveness of a facility’s human research protection or human research oversight programs.

AA. Serious Problem:  A serious problem is a problem in human research that may reasonable be regarded as:
1. Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others; or
2. Substantively compromising the effectiveness of a facility’s human research protection or human research oversight programs.

AB. Subcommittee on Research Safety (SRS):  An SRS is a committee formally designated by a VA facility to review the safety and security of VA research laboratories in accordance with VA and other Federal requirements. NOTE: SRS responsibilities are discussed in VHA Handbook 1200.01 and related VHA Handbooks.

AC. Suspension or Termination of Research:  Relative to VA research:
1. Suspension refers to a temporary interruption in the enrollment of new subjects, activities involving previously enrolled subjects, or other research activities.
2. Termination refers to a permanent halt in the enrollment of new subjects, activities involving previously enrolled subjects, or other research activities.
3. The terms “suspension” and “termination” apply to interruptions related to concerns regarding:
a. The safety, rights, or welfare of human subjects, research investigators, research staff, or others; or
b. The safety, health, or welfare of laboratory animals.
4. Suspension and termination do not include:
a. Interruptions in research resulting solely from the expiration of a project approval period.
b. “Administrative holds” or other actions initiated voluntarily by an appropriate facility official, research investigator, or sponsor for reasons other than those described above.

AD. Unanticipated (Unexpected):  The terms “unanticipated” and “unexpected” refer to an event or problem in VA research that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population.

AE. VA Research:  VA research is research conducted by VA investigators (serving on compensated, work without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g., equipment), or on VA property (including space leased to or used by VA). The research may be funded by VA, by other sponsors, or be unfunded. NOTE: VA research is discussed in VHA Handbook 1200.01.

III. [bookmark: III_RCO_Reporting]RCO Organizational Reporting
The RCO reports directly to the MCD and will work closely with the ACOS/R&D, the AO/R&D, the Research Office staff and Committee Chairs. Monthly meetings with the Director will review areas of concern and accomplishments. The RCO will contact the MCD as needed with concerns or when reportable issues occur.
The RCO duties will not be assigned or overseen by the Research Office, however the RCO will work cooperatively with the research program to assist with special projects and in meeting the program objectives.
IV. [bookmark: IV_Audits]Audits
A. The RCO 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.

B. The RCO conducts periodic auditing to assess compliance with applicable laws, regulations, and policies including those related to privacy, confidentiality, and information security requirements. Auditing is a mechanism to evaluate the VAWNYHS 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.

C. Any VAWNYHS research oversight committee may request more frequent audits by the RCO.  They may also require focused audits of one or more aspects of a study. The requirement to increase the frequency of audits or to audit specific aspects of the study can be based on such considerations as:
1. Involvement of vulnerable populations
2. Level of risk
3. Phase I or Phase II studies
4. Involvement of FDA approved drugs for which there has been a safety warning, or change in the labeling that indicates increased risks
5. Issues of non-compliance
6. Data confidentiality or security concerns
7. Unfunded local research
8. First time PI
9. Trainees/Student/Resident research
10. Animal welfare concerns

D. 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.

V. [bookmark: V_Audit_Types]Audit Types
A. Informed Consent Audits:  Informed consent audits of all active human research studies must be performed each year (i.e. annually) and require a review of subject’s signed VA informed consent documents (where applicable).
1. The annual informed consent audit requirement also includes:
a. Human studies determined to be exempt from IRB review
b. Human studies with an approved Waiver of Informed Consent
c. Human studies with an approved Waiver of Documentation of Informed Consent
d. Human studies closed to enrollment, or which no consents have been obtained in the last 12 month reporting period
2. Million Veteran Program (MVP) informed consent audit process:
a. The RCO will audit the MVP consents in accordance with the “ORO Requirements for RCO Auditing of Informed Consent and HIPAA Authorization Forms for the Million Veteran Program” Issued October, 2011.  This document requires auditing of 10% of every month’s enrolled Veterans at each site.
b. The RCO will obtain a list of the Veterans that enroll in the MVP at VAWNYHS each month.  This list will not include any patient identifiers, only subject number, and will be sent the first week of the subsequent month by the MVP study coordinator(s).
c. Once the RCO receives this list, he/she will review and choose 10% of the subjects for audit.  This list of 10% will then be sent back to the MVP coordinator(s) for them to pull the documents for audit.
d. If the RCO audit identifies a deficiency, a repeat audit of that Veteran’s documents will be performed 2 weeks later to determine whether the deficiency has been corrected by the MVP quality control process.
e. The RCO will be required to report various audit metrics, findings, and MVP enrollment numbers to ORO on a regular basis as determined by ORO.

B. Regulatory Audits:  Regulatory audits of human, animal and safety-related research studies initiated after January 1, 2008, must be performed at least every 3 years (i.e., triennially). In addition, regulatory audits are also required for studies involving interaction of intervention with human subjects that were initially approved prior to January 1, 2008, and remain open to enrollment as of May 31, 2014.
1. When completing an initial regulatory audit, ORO only requires that committee actions and issues of concern be reviewed for the 3 year period immediately preceding the date of the audit.  The RCO may use their own discretion to review materials over the entire history of the study, but compliance issues and other concerns that occurred more than 3 years prior to the date of the audit are not required to be reported to ORO.
2. A regulatory audit may be completed at the time of study closure if not completed prior.
3. A copy or a summary will be reviewed with the convened R&D Committee, or appropriate subcommittee(s). A summary of this report is forwarded to the MCD, the VISN Compliance Officer, and the R&D Committee and subcommittees quarterly.  RCOs might plan that protocols are to be audited sooner if:
a. The study will be closed or expire  and has not been previously audited
b. The study is determined to have greater than minimal risk
c. The investigator has a previous history of serious or continuing non-compliance or reportable incidents
d. At the request of the research oversight committee(s)


VI. [bookmark: VI_Audit_Procedures]Audit Procedures
A. Informed Consent Audits
1. At VAWNYHS all signed consent documents will be audited for compliance monthly as they are received in the research office.  The consent documents are audited for an array of standards as required by ORO, VISN 2 and the VAWNYHS IRB.  
2. The audit requirement for the situations described in V.A.1.a-d. is fulfilled by completing the Informed Consent Audit – Short Form”.
a. These will include a review of documentation that the request for waiver of documentation, or waiver of informed consent as well as HIPAA waiver documentation to ensure that the waivers are approved and justified (as applicable).  This will also include a review to ensure that the study received the required continuing review since the last audit (as applicable).
3. A monthly report will be reviewed with the convened IRB committee.  
a. Any significant findings will be brought to the R&D Committee as a specific agenda item.
4. A summary of this report will be included in the quarterly reports forwarded to the MCD, VISN 2 Compliance Officer, VAWNYHS CAB, VAWNYHS Accreditation Committee, and R&D Committee and subcommittees.

B. Regulatory Audit of Human Subject Research
1. Notification:
a. Not-for-cause, routine, random, or spot audits – The RCO will randomly, or systematically choose the protocol to audit and then notify the PI with advanced notice of one to two weeks.  The PI will choose from a choice of dates in this timeframe.  This notification will be done via email to the PI and coordinator, if applicable.  If no response is received by the RCO, the RCO may contact the investigator’s supervisor, ACOS/R&D, and R&D and/or IRB chair(s) if necessary.  Investigators may request to reschedule for appropriate reasons.  Except in extreme circumstances, audits will not be postponed for more than 45 days after initial notification.  If a response is not received within 30 days of the initial contact attempt, notification may be forwarded to the appropriate oversight committee.
b. For-cause audits – For cause audits will be scheduled within a few days of the audit request.  Notification to the PI and coordinator, if applicable, will be via email (phone when required) to confirm a date and time for the audit.  The investigators must comply with the agreed upon date and time of the audit or notification may be forwarded to the appropriate oversight committee.
c. Unannounced audits – The RCO reserves the right to show up unannounced at any time to evaluate something specific.
d. The PI or designated individual(s) may be present during the audit process.  In instances where the PI chooses not to be present, a selected designee or someone associated with the project must be available for questions that may arise during the audit.  
2. Areas to be audited include, but are not limited to:
a. Regulatory compliance
b. Study staff qualifications and training
i. The RCO will confirm with the Research Office records that all training is up to date and a current Scope of Practice is on file with the Research Office.
c. Informed consent (process and documentation)
i. The most current IRB approved informed consent document will be reviewed to ensure that all required elements are completed and approved by the IRB.
d. Waiver of informed consent
i. If applicable, the IRB approved Waiver of Informed Consent will be reviewed to ensure that all required elements are completed and approved by the IRB.
e. Adverse event reporting and safety monitoring
i. The RCO will review all serious adverse events to ensure submission to the IRB within 5 business days of the research team becoming aware of the event, as well as to ensure that they IRB reviewed and categorized the SAE within 5 business days of receipt.
ii. SAE’s will also be reviewed to ensure that any serious, unanticipated, and related events were reported to ORO as required.
iii. Data Safety Monitoring Board reports will be reviewed, where applicable, to ensure that any identified safety concerns were reported to the IRB as appropriate and required protocol changes were implemented where necessary.
f. Inclusion and exclusion criteria
i. The RCO will review the study files for documentation that each research subject met all inclusion criteria for the study and did not meet any exclusion criteria.  This can be documented in CPRS under the Research Study Initiation Note or Research Study Minimal Risk Note and/or within case report forms or other study records.
g. Health Insurance Portability and Accountability Act of 1996 (HIPAA) compliant authorization
h. Waiver of HIPAA Authorization 
i. The IRB approved Waiver of HIPAA Authorization will be reviewed to ensure appropriate documentation of justification and criteria for approval.  The elements approved in the HIPAA Waiver will be compared to data collected for the study to ensure that all PHI/PII collected for the study were approved under the Waiver of HIPAA Authorization.
i. Compliance with all privacy and confidentiality requirements
j. Protocol deviations
k. Investigator record keeping
l. Subject files
i. For those studies involving intervention of greater than minimal risk, the RCO will review complete subject files for the required Subject Record Review (10-30 subjects).  For studies which do not have a regulatory monitor, a complete review of study procedures will be completed to ensure study compliance.
ii. Source documentation, including CPRS notes, and any source documentation collected from the investigator will be reviewed.
iii. All applicable case report forms will be reviewed.
iv. A review of CPRS will be completed, where applicable, to ensure appropriate documentation for all study encounters.
m. Investigator oversight
i. Investigator oversight will be confirmed by discussion of the protocol with the Principal Investigator, a review of all CPRS documentation to ensure PI co-signature on all research encounter notes, and a review of all informed consent documents for PI signature.
3. Post Audit:  
a. Once the audit has been completed, the RCO will conduct an exit briefing with the investigator and coordinator, as appropriate.  At this time the RCO will inform the investigator of any preliminary findings, and also provide the opportunity for the investigator or coordinator to ask questions or provide additional documentation to the RCO in an attempt to contest a finding.  The PI is required to participate in an exit briefing at the completion of the audit or within 3 business days.  A phone or email exit briefing may be utilized in instances of no audit findings, or scheduling conflicts.
b. The RCO will complete an audit report which will include the investigator name, study title, MIRB and/or IRBNet number, areas audited, and a detailed description of audit findings.  This report will be forwarded to the R&D Committee and appropriate subcommittee coordinators in the Research Office.
c. At this time, the appropriate committee chair, or designee will review the findings, and determine required remedial actions as well as the deadline for completion of remedial actions.  However, the committee chair, or designee, has the authority to request full committee review of the findings to determine remedial actions required.  The chair or designee will also review the report to determine whether or not the findings constitute serious or continuing non-compliance.
i. Note: The authority to require remedial actions and to approve proposed remedial actions in response to identified non-compliance rests with the appropriate oversight committee(s).
ii. The RCO is obligated to share their expertise with the committee and should make recommendations regarding appropriate remediation of non-compliance.
d. Audit findings relating to the Research Office and/or oversight committees will be noted on the audit reports as well, however, it will be up to the Research Office and oversight committees to ensure appropriate remediation, as necessary, of any findings is completed.
e. The RCO audit report, along with the audit findings and remedial actions will be sent to the investigator.
f. The RCO will present the audit findings to the appropriate subcommittee(s) at the next convened meeting.  Minutes of these meetings are then sent to the R&D committee for review.
g. The Research Office will track the completion of remedial actions by the investigator.  Failure to meet the deadline will result in subcommittee review of the case and may result in suspension or termination of the study.

C. Regulatory Audit of Animal Research
1. Animal research audits are generally conducted semi-annually to assist the IACUC in fulfilling the semi-annual program review requirements.  Every January and July at least 5% of the total active animal projects, or a minimum of 5 have a regulatory audit completed by the RCO. 
a. The RCO chooses from the list of animals studies which 5 studies are due for their triennial audit.  There is generally no communication to the principal investigator when their study is chosen for audit.
2. The IACUC or R&D committees may request a for-cause, or focused audit at any time on a particular study.
3. Areas to be audited include, but are not limited to:  
a. Regulatory compliance
b. Timing of initial and continuing reviews
i. The RCO will review the approval dates to ensure no lapse in IACUC approval.  When a lapse is found, the file will be reviewed to ensure documentation of the lapse and notification of the lapse to the PI.
c. Species to be used clearly stated
i. This is found on the IACUC approved ACORP.
d. Maximum number of animals to be used 
i. This is found on the IACUC approved ACORP.
e. Number of animals used is consistent with the number approved by the IACUC
i. This is confirmed by a review of the continuing review documents to ensure animal numbers do not exceed that which has been approved by the IACUC, on the original ACORP, or by amendment.
f. Investigator searched for alternatives to animal use and methods to reduce pain and distress
i. This is found on the IACUC approved ACORP.
g. USDA pain category is determined
i. This is found on the IACUC approved ACORP.
h. IACUC has approved all amendments
i. All personnel have received species specific training appropriate for their duties
i. The RCO will confirm with the Research Office records that all training is up to date and a current Scope of Practice and CV are on file with the Research Office.
4. Post Audit:
a. The RCO will complete an audit report which will include the investigator name, study title, MIRB and/or IRBNet number, areas audited, and a detailed description of audit findings.  This report will be forwarded to the R&D Committee and appropriate subcommittee coordinators in the Research Office.
b. At this time, the appropriate committee chair, or designee will review the findings, and determine required remedial actions as well as the deadline for completion of remedial actions.  However, the committee chair, or designee, has the authority to request full committee review of the findings to determine remedial actions required.  
i. Note: The authority to require remedial actions and to approve proposed remedial actions in response to identified non-compliance rests with the appropriate oversight committee(s).
ii. The RCO is obligated to share their expertise with the committee and should make recommendations regarding appropriate remediation of non-compliance.
c. Audit findings relating to the Research Office and/or oversight committees will be noted on the audit reports as well, however, it will be up to the Research Office and oversight committees to ensure appropriate remediation, as necessary, of any findings is completed.
d. The RCO audit report, along with the audit findings and remedial actions will be sent to the investigator.
e. The RCO will present the audit findings to the appropriate subcommittee(s) at the next convened meeting.  Minutes of these meetings are then sent to the R&D committee for review.
f. The Research Office will track the completion of remedial actions by the investigator.  Failure to meet the deadline will result in subcommittee review of the case and may result in suspension or termination of the study.

D. Regulatory Audit of Research Safety Studies
1. Research safety audits are generally conducted at the time of HRPP and ACUP audits if there are associated hazards with the study.  Any safety related findings are included in one audit report for the study and the RCO ensures that the audit report is sent to the SRS for review.  
2. For studies with no HRPP or ACUP involvement the RCO conducts the Research Safety audit within the three year requirements.  Generally, there no PI notification at the initiation of the audit.   
3. Areas to be audited include, but are not limited to:
a. Regulatory compliance
b. Protocol has received initial and continuing SRS approvals
c. All amendments have been approved by the SRS, if applicable
d. All research safety training requirements for study personnel, if applicable, are clearly specified
e. The training requirements address all research associated hazards
i. The RCO will confirm with the Research Office records that all training is up to date and a current Scope of Practice and CV are on file with the Research Office.
f. Personal Protective Equipment (PPE) requirements are clearly stated in the protocol
g. Lab chemical inventory was reviewed by a safety representative prior to SRS approval
h. The lab chemical inventory has been reviewed semi-annually by a safety representative since SRS approval
i. Biosafety containment level is clearly stated in the protocol
j. If the protocol is using recombinant DNA (rDNA), it has been reviewed and approved by the University at Buffalo Biosafety Committee
4. Post Audit:
a. The RCO will complete an audit report which will include the investigator name, study title, MIRB and/or IRBNet number, areas audited, and a detailed description of audit findings.  This report will be forwarded to the R&D Committee and appropriate subcommittee coordinators in the Research Office.
b. At this time, the appropriate committee chair, or designee will review the findings, and determine required remedial actions as well as the deadline for completion of remedial actions.  However, the committee chair, or designee, has the authority to request full committee review of the findings to determine remedial actions required.  
i. Note: The authority to require remedial actions and to approve proposed remedial actions in response to identified non-compliance rests with the appropriate oversight committee(s).
ii. The RCO is obligated to share their expertise with the committee and should make recommendations regarding appropriate remediation of non-compliance.
c. Audit findings relating to the Research Office and/or oversight committees will be noted on the audit reports as well, however, it will be up to the Research Office and oversight committees to ensure appropriate remediation, as necessary, of any findings is completed.
d. The RCO audit report, along with the audit findings and remedial actions will be sent to the investigator.
e. The RCO will present the audit findings to the appropriate subcommittee(s) at the next convened meeting.  Minutes of these meetings are then sent to the R&D committee for review.
f. The Research Office will track the completion of remedial actions by the investigator.  Failure to meet the deadline will result in subcommittee review of the case and may result in suspension or termination of the study.

E. Studies Involving Hazardous Agents as defined in VHA Handbook 1200.06
1. When conducting an audit of a research project involving the use of hazardous agents (as defined by VHA Handbook 1200.06), the RCO will review the study with a higher level of detail than is required by the ORO Audit Tool. This higher level of review is to ensure that all of the requirements of VHA Handbook 1200.06 have been fulfilled.
2. Items to be reviewed may include, but are not limited to:
a. That any theft, loss, or release of the agent has been reported in accordance with 42 CFR 73.19, 7 CFR 331.19, and 9 CFR 121.19, as applicable.
b. That the CDC and APHIS were notified if an individual working on the research involving a select agent or toxin was terminated.
c. That all personnel working with a select agent or toxin hold approved Security Risk Assessments from CDC or APHIS, and have authorization from the Medical Center Director.
d. That all personnel working with a select agent or toxin have completed, annually, the required training.
e. That the appropriate approvals were obtained prior to beginning work.
f. If working in a BSL-3 lab, that all appropriate personnel requirements are fulfilled.
g. All physical security requirements are met.
h. Valid registration certificate with CDC or APHIS.
i. Inventory lists.
j. Appropriate records of transfer or destruction (if applicable).

VII. [bookmark: VII_Audit_Frequency]Audit Frequency
A. The RCO will keep a working spreadsheet of all active protocols, updating as necessary when new approvals are granted, and studies are closed. This spreadsheet also tracks all RCO audits. The RCO is required to ensure that approximately 33% of human, animal and safety-related studies initiated after January 1, 2008 receive a regulatory audit in each reporting period. The RCO will use this working spreadsheet to plan and schedule audits and ensure that this requirement is met.

B. However, the IRB, IACUC, SRS, R&D Committee, study sponsor, Principal Investigator, 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:
1. Involvement of vulnerable populations
2. Level of risk
3. Phase I or Phase II studies
4. Involvement of FDA approved drugs for which there has been a safety warning, or change in the labeling that indicates increased risks
5. Issues of non-compliance 
6. Data confidentiality or security concerns
7. Unfunded local research
8. First time PI
9. Trainees/Student/Resident research
10. Animal welfare concerns

VIII. [bookmark: VIII_Apparent_SorCNC_Human_Subject]Apparent Serious or Continuing Non-Compliance (Human Subject Research)
Within 5 business days of identifying apparent serious or continuing non-compliance based on an informed consent audit, regulatory audit, or other systematic audit of VA research, the RCO must report the apparent non-compliance directly (without intermediaries) to the facility Director.
1. The report will be made in writing, with a simultaneous copy to the ACOS/R&D, the R&D Committee Chair, the IRB Chair, and any other relevant research review committee.
2. The facility Director must report the apparent serious or continuing non-compliance to the Northeast Regional Office of Research Oversight (NERO), with a simultaneous copy to the VISN Director and the ORD, within 5 business days after receiving such notification.
a. The draft report to ORO will be sent to the VISN 2 Executive Team mail group, and the VISN Compliance Officer for concurrence prior to being sent to NERO.
3. An initial report of apparent serious or continuing non-compliance based on the RCO informed consent audit, RCO regulatory audit, or other systematic RCO audit is required regardless of whether disposition of the matter has been resolved at the time of the report.

IX. [bookmark: IX_Reportable_Incidents_Animal_Research]Reportable Incidents Under Applicable Federal Standards (Animal Research)
Within 5 business days of becoming aware of any incident reportable under applicable Federal standards, including but not limited to VHA Handbooks on laboratory animal welfare and research safety, NIH OLAW requirements, the Public Health Service (PHS) Policy on Human Care and Use of Laboratory Animals, the Guide for the Care and Use of Laboratory Animals, the United States Department of Agriculture (USDA) Animal Welfare Act Regulations (UAWAR), the RCO is required to ensure that the incident has been reported in writing to the IACUC.

X. [bookmark: X_Reportable_Incidents_Research_Safety]Reportable Incidents Under Applicable Federal Standards (Research Safety)
Within 5 business days of becoming aware of any incident reportable under applicable Federal standards, including but not limited to VHA Handbooks on research safety, NIH OBA guidelines, Occupational Safety and Health Administration requirements, CDC requirements, Department of Transportation requirements, and Nuclear Regulatory Commission (NRC) requirements, the RCO is required to ensure that the incident has been reported in writing to the SRS.

XI. [bookmark: XI_Additiona_Reporting_Requirements]Additional Reporting Requirements
A. Serious Unanticipated Problems Involving Risks to Subjects or Others
1. Investigators and other members of the VA research community including the RCO must report all problems involving, or suggesting risks to subjects or others in VA research to the ACOS/R&D and the IRB Chair as soon as possible, but no later than 5 business days after becoming aware of the problem. 

B. Research Laboratory Security Incident Reports
1. Within 5 business days of becoming aware of any situation involving laboratory security, investigators, and other members of the VA research community, including the RCO, must report the situation in writing to the ACOS/R&D. 

C. Research Information Protection Incidents – Immediate Reporting
1. Within 1 hour of becoming aware of any situation described below, investigators and members of the VA research community, including the RCO, must ensure that the situation has been reported to the ACOS/R, the facility ISO, and the facility PO.
a. Reportable Incidents. Any unauthorized use, disclosure, transmission, removal, theft, loss, or destruction of VA research-related protected health information (PHI), individually identifiable private information, or confidential information, as defined by the HIPAA Privacy Rule, the Common Rule, the Privacy Act, or 38 U.S.C. §§5701, 5705, and 7332.
b. Written Report: Any oral report or notification of any incident described above must be followed as quickly as possible by a written report.

D. Research Information Protection Incidents – Regular Reporting
1. Independent of the reporting requirements described above, members of the VA research community, including the RCO, must report, in writing, any situation described below to the ACOS/R&D, the facility ISO, and the facility PO within 5 business days of becoming aware of the situation.
a. Findings of Non-compliance: Any findings of non-compliance related to research information security or privacy by any VA office (other than ORO) or any other Federal or state entity.
b. Other Deficiencies: Any other deficiency that substantively compromises the effectiveness of the facility’s research information protection program.
c. Suspensions or Terminations: Any suspension or termination of research (e.g., by the ACOS/R&D or other facility official) related to concerns about research information protection.

E. Research Misconduct
1. Any evidence of research misconduct uncovered during the course of an audit will be reported immediately to the Research Integrity Officer (RIO) and will be handled in accordance with VHA Handbook 1058.02 Research Misconduct.

XII. [bookmark: XII_Corrective_Actions]Corrective Actions
The VAWNYHS research oversight committee will determine appropriate corrective actions when regulatory deficiencies or procedural lapses are reported. The RCO will make recommendations based on SOP’s and guidelines to the Committee to assist in determining the appropriate actions. The RCO does not have the authority to require remedial action. Consideration will be given to the nature of the deficiency or lapse, its impact on the safety of the human subjects, and the investigator’s compliance history. 
The evaluation of corrective actions (required by the IRB, R&D Committee, or appropriate entities based on the findings) will be done through follow-up reporting from the PI to the appropriate research review committees and follow up auditing by the RCO as applicable.

XIII. [bookmark: XIII_FDC_of_Research_Oversight]Facility Director’s Certification of Research Oversight
The Research Administrative Office will submit an annual Facility Director’s Certification of Research Oversight. The RCO will complete the RCO Audit of VHA Research portion of the Certification checklist which includes:
1. A summary of informed consent audits of all studies active any time during the June 1 through May 31 reporting period.
2. A summary of the regulatory audits conducted during the June 1 through May 31 reporting period. 

XIV. [bookmark: XIV_RCO_Role_in_Education]RCO Role in Education and Resources
A. The RCO will review all committee agendas and attend monthly meetings as schedule allows. The RCO will provide guidance on concerns as they arise at the committee meetings and disseminate new information and regulations as applicable. The RCO will serve as a liaison to the internal and outside agencies to obtain clarification of requirements and direction for specific situations. In addition, articles or reference materials may be provided to the committee members to promote continuous education pertinent to the role of the committee. The RCO will review the annual checklist and QA materials as completed by the committee members and administrative staff to identify vulnerabilities and areas in need of improvement. As need arises, will suggest updates to the SOPs and submission documents as new regulations are required.

B. The RCO will review new information received from meetings, conference calls, or professional affiliations to research staff and committee members. Support will be provided to the research office staff for dissemination of information to the research investigators.

C. One-on-one training by the RCO is a requirement for individuals new to VA research who will be obtaining informed consent. The RCO will provide training on obtaining informed consent, as well as regulatory requirements, study conduct, etc.

D. One-on-one training or support will be provided to any research investigators or staff as needed/requested. This can include but is not limited to; initial training on the informed consent process, documentation, maintaining research records and compliance with VA regulations.

E. The RCO will be familiar with the most current VHA Handbooks and Directives, FDA regulations, OLAW and Institutional Animal Care and Use Committee Guidebook, OHRP requirements, BMBL edition, NIH Guidelines, and any other pertinent research regulatory materials.

F. The RCO will confirm that the master list of subjects, submitted by the PI at the time of continuing review, accurately reflects the informed consent documents received by the Research Office for auditing.  This is completed by a comparison of the master list, to the audit file to ensure each informed consent has had the required audit.  Documentation of this review is completed within IRBNet for each study as reviewer comments by the RCO.

G. The RCO will hold monthly meetings with the research coordinators to go over new regulations, frequent audit findings, new office requirements, and to provide continuing education on topics of interest, or topics suggested by the coordinators.


XV. [bookmark: XV_RCO_Changes]RCO Changes
Any appointment, resignation, or change in status of the facility RCO must be reported to ORO Central Office, with a copy to the relevant ORO Regional Office, within 5 business days per subparagraph 6c(5) of VHA Handbook 1058.01.

XVI. [bookmark: XVI_RCO_Records][bookmark: _GoBack]RCO Records
A. Electronic Records:
1. Completed ORO regulatory audit tools
2. All informed consent audit documentation
3. Final regulatory audit reports (After January 2014)
4. E-mail correspondence with investigators, research office, regulatory agencies, etc.

B. Paper Records:
1. Final regulatory audit reports (Prior to January 2014)
2. Reports to ORO or other regulatory agencies

C. Location of Records:  All electronic records are maintained on the M: of the RCO.  Paper records are located in a locked cabinet in the RCO office which is locked whenever the RCO is not in the room.
1. RCO Office Location:  Room 141, Building 20 – VA Western New York Healthcare System.
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