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1. PURPOSE

A. To ensure monitoring of all aspects of research conducted under auspices of North Florida South Georgia Veterans Health System (NF/SGVHS). This includes the Human Research Protection Program (HRPP), Animal Care and Use Program (ACUP), and basic science research. 

B. To evaluate the effectiveness and identify areas for improvement in the conduct of NF/SG VHS research.

C. To measure on an ongoing basis, assess and improve compliance with institutional policies and practices that protect the safety, rights and welfare of human research participants and animal subjects.

D. To provide reasonable assurance of the integrity of the research program and that adequate protections for research subjects and animal welfare are in place. 
E. To ensure that NF/SGVHS has allocated financial and personnel resources necessary to carry out the policies and procedures of the HRPP and the ACUP.
2. POLICY

A. Personnel participating in VA research comply with local, VHA and other Federal requirements for the conduct of research. 

B. Informed consent, regulatory, random and for cause audits are conducted as described in this policy. 

C. Individuals conducting the audits must be independent of the research program and the research study. They must be knowledgeable of and familiar with the protocol, audit procedures, clinical trials methodology, NF/SG VHS policies and state and federal regulations regarding research involving human and animal research subjects.

D. The Research and Development Committees and its subcommittees, and Research Service leadership and staff participate in quality assurance and quality improvement activities that improve the processes and procedures of the HRPP and ACUP. 
3. PROCEDURES FOR QA/QI AUDITS

A. Research Compliance personnel, University of Florida (UF) IRB-01 or third-party research-approved persons (i.e., FDA, sponsors, or other external agencies) may conduct Quality Assurance/Quality Improvement (QA/QI) audits. 

B. Identification of research projects to be audited: 

i. Human studies undergo a regulatory audit a minimum of every 3 years. Studies of less than 3 years duration are audited at least once. 

ii. Compliance with informed consent documentation regulations and policies are audited annually once recruitment begins. 

iii. Audits may be conducted more frequently when serious or repeated noncompliance are identified.

iv. Annual audit of at least 5 percent of the total number of active animal studies (or a minimum of five) is required. 

v. Audits are chosen at random with high risk projects being first priority. Audit frequency may be increased or decreased based on considerations of involvement of vulnerable populations, level of risk, Phase I or Phase II drug studies, involvement of FDA approved drugs for which there has been a safety warning or change in labeling indicating risk, investigational device studies, issues of non-compliance and data breach.

vi. For-cause audit may be requested by the Research Compliance Officer (RCO), Research and Development Committee (R&DC), R&DC subcommittee, NF/SGVHS administration, or research coordinator if deficiencies or concerns are identified at any time during the conduct of the trial. 

C. Coordinating the audit: 

i. Research Compliance Officer (RCO) notifies the PI of impending audit. The date, time, and place of the audit(s) are coordinated, preferably within 30 days. 

ii. PIs are encouraged to use the Tri-annual Regulatory Compliance Audit tool available on the VA Research intranet site as a self-assessment in preparation for the audit. This is the tool used by the RCO to conduct the audit. 

iii. For studies involving investigational drugs, Research Pharmacy drug logs are also audited. 

D. Audit preparations: 

i. Prior to the audit, the University of Florida Institutional Review Board (UF IRB) and/or the NF/SGVHS Institutional Animal Care and Use Committee (IACUC) databases, and Research Service project file are reviewed for: 

1.  Protocol;

2.  Initial review and applicable attachments;

3.  Informed Consent Document(s);

4.  UF IRB-01 and IACUC correspondence and approval letters;

5.  Amendment(s);

6.  Advertisements(s);

7.  Progress Report material(s);

8.  Investigator training certifications and CV/resume;

9.  Key personnel/scope of work of research staff members and required training certificates

10. Other regulatory and/or study coordinating center communications

11. Adverse events reporting 

ii. Individual(s) conducting the audit utilize either the Informed Consent Audit Tool or Tri-annual Regulatory Compliance Audit tool (refer to Research intranet website)

iii. If individuals, in addition to the aforementioned parties, are to participate in the audit, the individuals meet to discuss the audit procedures. The PI (and designated staff) is encouraged to be present during the audit process to answer questions or clarify uncertainties. 

E. Items subject to audit include, but are not limited to: 

iv. Research subject files 

v. Source documents 

vi. Investigator files 

vii. Regulatory binder(s)

viii. Research project file maintained by the R&D Service; 

ix. Pharmacy log books, if applicable.

x. Animal health records, if applicable 

E. Areas to be audited include, but are not limited to: 

i. Regulatory compliance;

ii. Adverse event reporting;

iii. Inclusion and exclusion criteria;

iv. Documentation of informed consent;

v. Waiver of informed consent;

vi. Health Insurance Portability and Accountability Act of 1996 (HIPAA) compliant authorization;

vii. Waiver of HIPAA compliant authorization and the required documentation by the IRB or Privacy Board;

viii. Compliance with data security and data use requirements;

ix. Compliance with privacy and confidentiality requirements;

x. Advertisements and subject recruitment materials;

xi. Consent obtained prior to initiating any research related procedures;

xii. Consent obtained by trained and authorized individuals;

xiii. Consent obtained on most current IRB & R&DC approved consent form; 

xiv. Consent form is appropriately signed, witnessed and dated; 

xv. Adherence to protocol 

xvi. Adherence to policies regarding storage, security and dispensing of investigational devices/drugs 

xvii. Adherence to policies regarding procuring, maintaining records and storage of controlled substances for purposes of animal research 

F. Adequacy of HRPP/ACUP processes evaluated annually for:

i. The effectiveness of communication with all applicable committees, persons, and officials;

ii. Documentation of regulatory compliance. To include, but not limited to:

1. Initial review and approval letters

2. Progress reports/continuing reviews

3. Modifications/amendments

4. SAE reporting

5. Protocol deviations

6. Unanticipated problems/events

iii. Other reportable events (Standing Operating Procedures for Reporting of Research Events, Unanticipated Problems or Non-Compliance) 

iv. Compliance with VHA and other federal requirements; 

v. Research participant safety and satisfaction;

vi. Implementation and effectiveness of the improvement plan

H. Reporting audit outcomes: 

i. Report contains a description of audit items, the findings, and the results of the evaluation or measurements. 

ii. PI, if needed, has business days to respond to initial findings of regulatory audits, 

iii. As appropriate, a copy of the report is submitted to IRB, IACUC, R&DC, ACOS/R&D, Director, and any other administrative persons or agencies for development of corrective action plan. 

iv. Corrective actions may include changes to the research protocol, monitoring of research activities, investigator education and training. Program improvement may involve amendment of existing policies and procedures, additional monitoring, participant outreach and other relevant plans as recommended by the R&DC.

v. Findings of serious or continuing noncompliance are reported as per: Standing Operating Procedures for Reporting of Research Events, Unanticipated Problems or Non-Compliance.
vi. PI is responsible for changes to the conduct of the research as recommended by the IRB/IACUC and/or R&DC to correct issues identified during an audit. The ACOS/R&D is responsible for implementing program changes to the HRPP/ACUP including research protocol review and approval processes. 

vii. Trends in audit report data are identified and topics for annual or immediate education are selected as needed. Trends and findings will be communicated to other oversight committees, as appropriate, such as the Oversight Committee for Clinical Research, Safety Committee, or UF IRB-01. 

I. Measures of compliance:
i. Identify 100% of research studies that have no human subject enrollment after the study has been opened for 12 months.
ii. Identify 100% of research studies that were closed before 12 months and had no human subject enrollment.

iii. Identified studies are reviewed by the Oversight Committee for Clinical Research (OCCR) and, on an individual basis, appropriate recommendations made to the R&D Committee to address the findings of the review.

iv. Identify no more than 10% of all active IRB-approved research studies that had lapses of IRB approval during the previous year.  This measure of compliance is reviewed quarterly by the Oversight Committee for Clinical Research (OCCR) and, on an individual basis, appropriate recommendations made to the R&D Committee to address the findings of the review.
J. Compliance with QA/QI plan: 

i. Internal Audits: 

1. Audits that are performed internally are done by the RCO following previously described procedures. 

2. Persistent issues of noncompliance are reviewed by OCCR and recommendations are developed and presented to the R&D Committee. 
ii. Review of annual measures:
1. Review of annual IRB lapses are done by the HRPP Administrator following procedures approved by OCCR and R&DC.

2. Persistent issues of noncompliance are reviewed by OCCR and recommendations are developed and presented to the R&D Committee. 

iii. External Audits: 

1. Actions and follow up procedures are followed as previously described. Immediate compliance and implementation is required by the investigator. 
4. PROCEDURES FOR R&D COMMITTEES AND RESEARCH SERVICE QA/QI ACTIVITIES

A. R&D Committee and Subcommittees Performance. The R&D Committee and its subcommittees assess their performance and policies with regard to the HRPP and ACUP through the following activities:

i. Each chair reports on the subcommittee’s activities during the R&D Committee’s regularly-scheduled meetings. Issues are discussed and recommendations coordinated.

ii. Each chair presents an annual report on the subcommittee that includes information on its accomplishments, members, and QA/QI activities.

iii. Each chair and committee members review, and revise as needed, but at least annually, their charter, and any related standard operating procedures or policies. The revised charters, SOPs and policies are brought to the R&D Committee for review and approval.

B. Facility Resources and Infrastructure QA/QI.  Adequate resources such as space, capital and core equipment, personnel, supplies, IT and computer equipment, and animal facilities are essential to maintaining the desired high quality research within NF/SGVHS. Toward this end the following activities occur:

i. The ACOS/R&D and the subcommittees review and evaluate the facility resources and infrastructure in each of their respective areas.

ii. Reviews of resources and infrastructure are performed at least annually, and when specific events occur, including but not limited to:

1. New grants proposal undergo review and evaluation prior to submission to Central Office for adequate budget, space, personnel and other infrastructure needs.

2. Laboratory space is, at least annually, reviewed and evaluated by the Research Facilities and Space Utilization Committee (see RFSUC Charter).

3. The Oversight Committee for Clinical Research (OCCR) and the Institutional Animal Care and Use Committee (IACUC) reviews may identify issues, and recommendation provided to the R&D Committee on infrastructure and facilities.
4. Financial and personnel resources necessary to carry out the HRPP and ACUP are, at least annually, assessed by the R&D Committee and its subcommittees, and recommendations provided, as needed, to the ACOS/R&D and the Director.   

iii. In conjunction with the ACOS/R&D, and based on the reviews and evaluations, the R&D Committee makes appropriate recommendations and/or requests for the provision of needed resources to the Director.

C. Subcommittee Quality Assurance and Quality Improvement for HRPP and ACUP

i. The Oversight Committee for Clinical Research perform QA review for human subjects research performed at NF/SGVHS to ensure quality of the HRPP (see OCCR Charter).

ii. The Institutional Animal Care and Use Committee reviews all animal protocols to ensure quality of the ACUP.

iii. As a matter of process, the subcommittees report QA/QI activities to the R&D Committee and the ACOS/R&D regarding successful processes and identified recommendations for the remaining processes.

D. Investigator and Research Staff Support Quality Assurance and Quality Improvement. Support of Investigators and their research support staff is an essential element to the success and quality of the research program within NF/SGVHS. QA/QI activities include:
i. Subcommittees and the ACOS/R&D in their reviews and evaluations identify training needs of our Investigators and staff. Recommendations are made to the R&D Committee and the ACOS/R. Depending on the training needs, training may be provided by the Research Office staff, Facilities ASOC/Education Office, UF-IRB or other organizations.

ii. ACOS/R&D and the Research Office continually assess the needs of Investigators and their staff. QA/QI is performed on an ongoing basis and recommendations and improved made as needed, including but not limited to:

1. Grants Administration Core (GAC) within the Research Office provides an ongoing program of Investigator and staff support through its Grants Specialists, Program Support Assistants and other GAC members. The Grants Specialists and Assistants provide direct service and support to Investigators and their staff, and on an ongoing basis with the GAC administrators and other staff, identify needs, make recommendations and provide quality improvement solutions. 

2. The Budget and Resource Management Core continually reviews the resource and budget needs of the Investigators and their projects, and adjusts the Core’s processes through a quality improvement process. 
E. Participant Outreach Activities.

i. Participant Outreach activities are aimed at educating and increasing the awareness of the NF/SGVHS research program. Methods to increase awareness include: 

1. Distribution of a research educational brochure to all prospective and enrolled subjects. The brochure lists questions a potential subject may wish to ask if approached to be a subject in a study.

2. The research educational brochure is available on the NF/SGVHS web page, and paper copies in English and Spanish are distributed throughout the Facility.

3. A telephone number is provided on the web page and the brochures for research participants or community members to call.

4. The NF/SGVHS Research Office in conjunction with the Centers, Investigators and staff hold an annual educational event that includes a Research Day that includes scientific posters and presentations, and a Community Day that includes presentations, posters and other activities directed toward veterans and the community. 

F. Other Quality Assurance/Quality Improvement Activities

i. Periodically the ACOS/R&D, in conjunction with the R&D Committee, surveys the Investigators and research staff on various aspects of the NF/SGVHS research program. 
ii. The ACOS/R&D ensures that publications and presentations related to the research at NF/SGVHS appropriately acknowledge NF/SGVHS and/or VA Central Office support through review of the appropriate form in accordance with the NF/SGVHS SOP on Publications of Research Results.
iii. The NF/SGVHS ACOS/R&D, Research Office and R&D Committee encourage and support performance improvement activities and support an ongoing program of such QA/QI activities. 
G. Measures of Quality, Efficiency and Effectiveness
i. For all new VA protocols reviewed by the UF IRB-01 establish a baseline for the prior year that identifies the mean number of days from submission of the protocol by the PI to IRB approval. Quarterly, identify any increase from the baseline of greater than 10% of the mean.  This measure of efficiency is reviewed quarterly by the Oversight Committee for Clinical Research (OCCR), and as appropriate, recommendations are made to the R&D Committee to address the findings of the review.
ii. For all new VA protocols reviewed by the NF/SG VHS R&DC Human Research Protection Program (HRPP) Office establish a baseline for the prior year that identifies the mean number of days from submission of the protocol by the PI to R&DC approval. Quarterly, identify any increase from the baseline of greater than 10% of the mean. This measure of compliance is reviewed quarterly by the Oversight Committee for Clinical Research (OCCR) and, as appropriate, recommendations made to the R&D Committee to address the findings of the review.
iii. Review of Annual Measures  

1. Review of annual IRB approvals are done by the HRPP Administrator following procedures approved by OCCR and R&DC.

2. Review of annual R&DC approvals are done by the HRPP Administrator following procedures approved by the OCCR and R&DC.

3. Persistent issues of noncompliance are reviewed by OCCR and recommendations are developed and presented to the R&D Committee.

5. DELEGATION OF RESPONSIBILITY

A. Medical Center Director is responsible for:
i. Ensuring that each VA approved human research study is completely audited at a minimum of every 3 years and that each study is audited for compliance with the regulations and policies on informed consent once a year after the recruiting process begins.

ii. Annually evaluating the effectiveness of the auditing program.
iii. Ensuring that NF/SGVHS Research Service is provided adequate resources to support the local research program, and is able to carry out the policies and procedures of the HRPP and ACUP. 
B. ACOS/R&D and Research Service Administration is responsible for:

i. Developing and managing policies and procedures for evaluating HRPP effectiveness at the NF/SGVHS, as well as assesses and improves compliance with HRPP/ACUP policies and practices to protect human participants and animal subjects.

C. Research and Development Committee (R&D) is responsible for:

i. Reviewing conducted ICD, regulatory, for cause, or random audits and/or evaluations of specific protocols, PI, targeted aspect, or entire program. 

ii. Making recommendations based on findings of audit/evaluation.

iii. Oversight of subcommittee actions 

D. University of Florida IRB 01 is responsible for:

i. The review of, approval or disapproval of, and continuing oversight of research involving human subjects.

ii. Participating in the HRPP audits, when additional expertise or assistance is needed.

iii. Making recommendations regarding corrective action plans, proposed quality improvement efforts and/or measures. 
E. NF/SGVHS IACUC is responsible for:

i. The review of, approval or disapproval of, and continuing oversight of research involving laboratory animals

ii. Participating in the ACUP audits, when additional expertise or assistance is needed.

iii. Making recommendations regarding corrective action plans, proposed quality improvement efforts and/or measures.

F. Research Compliance Officer is responsible for:

i. Development and implementation of NF/SGVHS’s auditing program

ii. Coordinating, preparing and conducting all aspects of audit activities

iii. Communicating the audit results to the PI, AO, ACOS/R&D, R&DC and appropriate subcommittees for review and evaluation. 

iv. Submission of a summation of ICD and regulatory audits, as part of Facility Director’s Annual Certification of Research Oversight report.

v. Notifying appropriate personnel of updated VHA policy/handbooks; trends identified during compliance audits

vi. Performing need assessments in terms of continuing education as it relates to research compliance. 

vii. Conducting periodic review of outreach activities as needed to increase awareness and participation in research.

G. Principal Investigator(s) is responsible for:

i. Ensuring study related documents are available for review.

ii. Assembling and preparing study related documents.

iii. Cooperating with audit procedures.

iv. Complying with decisions made by R&DC and its subcommittees, administrative personnel and other outside oversight agencies regarding audit findings and recommendations. 
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FOLLOW-UP RESPONSIBILITY 

This SOP will be reviewed annually, and revised as needed by the ACOS of Research and the Compliance Officer.
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