Requirement for Research Compliance Officers

Due by End of Quarter 1, FY 2009

Please note the new and important requirement for Research Compliance Officers (RCOs) in each Veterans Health Administration (VHA) research facility and Veterans Integrated Service Network (VISN). 
This new requirement in the FY 2009 Executive Career Field (ECF) Performance Plan (attached) specifies activities and qualifications for at least one full time RCO who must report directly to the Director of each VA facility conducting research.  VISN level RCOs (previously called Research Assurance and Compliance Officers) are also required. 
The new RCO requirements include dedicated auditing, monitoring, and reporting on the conduct of all VA research (including human subject research, animal research, basic biomedical research, health services research, and research safety) and the use of monitoring tools and educational opportunities now in preparation by the Office of Research Oversight (ORO).  Watch ORO’s website and ListServs for details, which will be released shortly.
ORO will be hiring new staff in Central Office dedicated to research compliance education and assisting in transitions needed.  Please contact ORO Central Office, Dr. Joan Porter, Joan.Porter@va.gov for information on the status of planning and development.  

FY2009 ECF Performance Plan Requirement BPS5:
Assurance of Research Compliance
For each VA facility for which they are responsible, the Network and Medical Center Director will ensure that any research conducted meets the standards and expectations for protection of human subjects, animal welfare, biosafety/biosecurity and research information security that are defined by VA and other Federal requirements.

Measure of Success:

· By the end of Quarter 1 FY2009, each facility that conducts a research program has appointed at a minimum one full-time dedicated Facility Research Compliance Officer.  The Research Compliance Officer will report to the Facility Director and perform the following functions:

· Conduct audits and reviews to ensure compliance with all VA and other federal requirements for the conduct of research, including (a) annual audits of all active studies to ensure that informed consent has been properly obtained and documented for each subject accrued since the previous audit, and (b) regulatory compliance audits for all active studies at least every 3 years.

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

· Serve as a non-voting member on the Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC), Biosafety Committee, and Research and Development (R&D) Committee.

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

· Ensure prompt reporting in accordance with all applicable policies to the Office of Research Oversight (ORO).

· Promptly forward all auditing and monitoring reports in which any noncompliance is identified to 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), Research and Development (R&D) Committee Chair, Institutional Review Board (IRB) Chair, and the Office of Research and Development.

Sample Position Description and Functional Statement
For Research Compliance Officers
Attached are a sample GS Position Description and a sample Nurse Functional Statement that fulfill the new Research Compliance Officer (RCO) requirements.  
Please note the following:
1. The position description or functional statement for each RCO must be tailored to the needs of the facility’s research program and the qualifications of the RCO.

2. The required annual informed consent audits and tri-annual regulatory compliance audits will, to some extent, determine the nature and quantity of other duties included in each RCO’s position description or functional statement.  
3. Each position description or functional statement must be classified locally.

4. ORO expects that RCOs will be classified at least at the GS-11 level and that most will be classified at the GS-12 to GS-13 level.  However, depending upon the size of the research program and the qualifications of the RCO, some may qualify for GS-14 or GS-15 classifications.   
5. Although many RCOs are nurses, other provider-professionals (e.g., physicians, pharmacists) may also fulfill the RCO role under appropriate functional statements.  As with GS classifications, the professional level will be determined locally.
6. Large research programs may need more than one RCO to complete the required audits and other program needs.  In such cases, only the lead RCO needs to report to the facility Director.  Other RCOs should report to the lead RCO.
SAMPLE GS POSITION DESCRIPTION

(Must be adapted to needs of research program and incumbent qualifications)
POSITION DESCRIPTION
PROGRAM SPECIALIST, GS-301

RESEARCH COMPLIANCE OFFICER

DEPARTMENT OF VETERANS AFFAIRS

Primary Purpose:

The incumbent serves as a VHA Facility Research Compliance Officer (RCO).  This position is organizationally part of the Facility Director’s Office and reports directly to the Facility Director.  The RCO evaluates compliance with federal and VA requirements for the conduct of research, which may include requirements in one or more of the following areas: the protection of human research subjects, laboratory animal welfare, and research safety and security.  Incumbent may also be assigned responsibilities related to facility programs for research information security, research privacy, conflict of interest in research, training of research personnel, research program accreditation, research misconduct, and/or other research compliance activities consistent with VHA requirements.                                                                                                                                             

Description of Duties:

The RCO provides leadership, expertise, and strategic direction for the facility’s research compliance program, and is responsible for developing, implementing, and maintaining compliance oversight activities in assigned areas of responsibility. Incumbent works closely with the Facility Director, Chief of Staff (COS), Associate Chief of Staff for Research (ACOS/R), and Administrative Officer for Research (AO/R) to provide guidance and counsel on incorporating research compliance activities into the day-to-day operations of the facility.  

Assigned areas of responsibility are dependent upon the particular needs of the facility and its research programs in meeting VHA auditing, monitoring, and related research protection and oversight requirements.

The RCO performs ongoing research monitoring and auditing in assigned areas of responsibility.  These activities must be consistent with VHA research monitoring and auditing requirements, and require the ability to conduct in-depth review and analysis of research, clinical, and training records relevant to the assigned areas of responsibility.  Monitoring and auditing reports are timely, accurate, and complete and are provided to facility leadership and others by the RCO in accordance with VHA requirements.  

The RCO develops and maintains strong working relationships with the facility Information Security Officer (ISO) and other individuals relevant to the assigned areas of responsibility, such as the facility Privacy Officer (PO); the Chairpersons of the facility’s Institutional Review Board (IRB), Institutional Care and Use Committee (IACUC), and/or Subcommittee on Research Safety; Veterinary Medical Officer; Safety Officers; etc. Incumbent provides routine reports to the Facility Director and others (e.g., COS, ACOS/R) in accordance with VHA and facility requirements.

The RCO ensures that relevant regulatory and policy updates in assigned areas of responsibility are disseminated to research administrators, research oversight committees, research investigators, other research personnel, and facility leadership in a timely manner.  Incumbent serves as the primary local resource for regulations, policies, memoranda, alerts, and other federal requirements in assigned areas of responsibility and works with research personnel on a day-to-day basis to maintain current and open communication regarding research compliance issues.  

The RCO serves as a consultant to (i.e., “non-voting member” of) the Research and Development Committee (R&DC) responsible for the facility’s research program, as well as a consultant to (i.e., “non-voting member” of) any R&DC subcommittees and/or other research oversight committees relevant to the RCO’s areas of responsibility.

The RCO conducts routine and “for cause” reviews and other performance improvement activities to promote compliance, reduce violations of regulations and standards, identify unsatisfactory trends and conditions, and correct factors that may contribute to non-compliance. 

FACTOR LEVEL DESCRIPTIONS

Factor 1. Knowledge Required by the Position





Research-related knowledge and experience commensurate with grade level in performing verifiable research auditing that utilizes accepted national and VA methods for auditing of research projects.  Auditing research requires knowledge of nationally recognized auditing and monitoring systems, as well as of applicable laws, regulations, and policies.
The position requires the ability to address VA’s wide range of research activities (e.g., pharmaceutical, mental health, health services, social sciences, physical health, tumor and tissue research, behavioral and other non-biomedical methods, animal research, and laboratory research); the requirements of other federal departments and agencies, such as the Department of Defense, that may participate with VA in collaborative research undertakings; and the requirements of a variety of sources that may fund VA research (e.g., National Cancer Institute, the National Institutes of Health, other federal agencies, the pharmaceutical and medical device industries, and private entities).

The position requires knowledge of the principles, concepts, methods, and techniques of research compliance to analyze, evaluate, and provide expert advice and consultation, as well as knowledge of the principles, methods, applications, and state of the art technology related to assigned areas of responsibility.  The employee uses skill in applying this knowledge not only to conduct audits of individual research studies but also to develop new methods, approaches, and procedures to strengthen the facility research compliance program and to foster a culture of research responsibility, compliance, and ethical behavior among all facility employees, whether or not they conduct. 

Depending upon the assigned areas of responsibility, the RCO must possess an in-depth mastery and knowledge of the interrelated federal and state laws and regulations and of VA and VHA requirements governing one or more of the following, and must have basic working knowledge of all three areas.

Protection of Human Subjects in Research.  Knowledge of the laws, regulations, standards, and policies related to human research protection, including (but not limited to) the Federal Policy “Common Rule” for the Protection of Human Research Subjects, codified by VA at Title 38 Code of Federal Regulations Part 16 (38 CFR 16); Department of Health and Human Services (HHS) regulations at 45 CFR 46, Food and Drug Administration (FDA) regulations at 21 CFR 50, 54, 56, 312, 314, 812, and 814, the International Conference on Harmonisation Good Clinical Practice Standards, and all applicable VA and VHA Directives, Handbooks, and policies.  

Laboratory Animal Welfare.  Knowledge of the laws, regulations, standards, and policies related to laboratory animal welfare and the conduct of animal research, including (but not limited to) the Animal Welfare Act and United States Department of Agriculture (USDA) animal welfare regulations and standards (9 CFR 1, 2, 3, 4); the Public Health Service (PHS) Policy on the Humane Care and Use of Laboratory Animals; The Guide for the Care and Use of Laboratory Animals (National Research Counsel); Biosafety in Microbiological and Biomedical Laboratories (Center for Disease Control and Prevention / National Institutes of Health); Guidelines for Research Involving Recombinant DNA Molecules (National Institutes of Health); and all applicable VA and VHA Directives, Handbooks, and policies.  

Research Safety and Security. Knowledge of the laws, regulations, standards, and policies related to research safety and security, including (but not limited to) Biosafety in Microbiological and Biomedical Laboratories (Center for Disease Control and Prevention / National Institutes of Health); Guidelines for Research Involving Recombinant DNA Molecules (National Institutes of Health); Department of Transportation regulations for shipping and transferring materials (42 CFR 72); Occupational Safety and Health Standards (29 CFR 1910); Nuclear Regulatory Commission regulations (10 CFR 19, 20, and 35); Environmental Protection Agency regulations (40 CFR 260, 261, and 262); and all applicable VA and VHA Directives, Handbooks, and policies.  

Ability to communicate both orally and in writing, to make clear and convincing presentations, explain and justify recommendations, provide guidance, advise program administrators, respond to inquires, and prepare detailed oral and written reports. Position requires the ability to communicate orally and in writing with researchers to advise them on policy matters, process issues, and procedural requirements that facilitate compliance when conducting research.  Communications and writing skills are critical to interface effectively with senior staff, researchers, the affiliated university (if applicable), and a variety of administrative staff on and off campus.

Incumbent must have working knowledge of appropriate software and must be able to establish and maintain database applications.  
Factor 2. Supervisory Controls 
The supervisor sets the overall objectives and resources available. The incumbent and VA Facility Director in consultation, develop the deadlines, projects, and work to be done.  The incumbent, having developed expertise in the line of work, is responsible for planning and carrying out the assignment, resolving most of the conflicts that arise, coordinating the work with others as necessary, and fulfilling policy in terms of established objectives. 

Factor 3. Guidelines

Guidelines consist of standard reference materials, texts, and manuals covering the application of analytical methods and techniques and instructions and manuals covering the subjects involved.  The incumbent uses established guidelines to specific issues or subjects studied.  Subjects studied may be covered by a wide variety of administrative regulations. 

Factor 4. Complexity









The work includes varied duties requiring many different and unrelated processes and methods that are applied to a broad range of activities or substantial depth of analysis, for the research field. Decisions regarding what needs to be done include major areas of uncertainty in approach, methodology, or interpretation and evaluation processes that result from such elements as continuing changes in program, technological developments, unknown phenomena, or conflicting requirements. The work requires originating new techniques, establishing criteria, or developing new information. Assignments are complicated by their interdisciplinary nature and fluctuating external factors such as cultural diversity, and environmental aspects. 

Factor 5. Scope and Effect

The primary purpose of the work is to perform complex advisory/assistance and/or coordination functions that require interaction between many entities of the research field. Assignments typically require modifications of standard practices, adaptations or extensions of precedent decisions and development of new approaches, methods or techniques for specific application. The work affects the management and operation of effective and efficient projects and activities. Those may include the continuation of approved ongoing research programs, the initiation of new research programs, and/or the termination of disapproved research programs. The results of the incumbent’s work are critical to the agency mission of providing high quality health care to the patient population.

Factor 6. Personal Contacts

Personal contacts are with individuals or groups from outside the employing agency in a moderately unstructured setting. Contacts are with academic scientists, practitioners, educators, medical staff, and staff of other facilities, federal oversight agencies and representatives of various community agencies. 

Factor 7. Purpose of Contacts 

The purpose of contacts is to provide training and consultation about VA and other federal requirements, evaluate program or research proposal activity, and to assess the relative value of programs on established criteria, goals and objectives in support of agency missions. The incumbent must use influence and motivation techniques to advise on appropriate methods and approaches and to interpret, apply and recommend improvements to policies and review methods.

Factor 8. Physical Demands

The work is primarily sedentary, although some slight physical effort may be required.

Factor 9. Work Environment

Work is typically performed in an adequately lighted and climate controlled office. May require occasional travel.
SAMPLE NURSE FUNCTIONAL STATEMENT

(Must be adapted to program needs and incumbent qualifications)

NURSE FUNCTIONAL STATEMENT

RESEARCH COMPLIANCE OFFICER

DEPARTMENT OF VETERANS AFFAIRS

ASSIGNMENT:  Research Compliance Officer (RCO)

ORGANIZATIONAL TITLE: VHA RCO Specialist

SERVICE/LOCATION:  VHA Medical Centers Director’s Office or VISN Director’s Office

Qualifications

Education and experience:

A National League for Nursing Accrediting Commission (NLNAC) or Commission on Collegiate Nursing Education (CCNE) accredited BSN and years of experience in the conduct, monitoring, or auditing of clinical research subject to Food and Drug Administration (FDA) / International Conference on Harmonisation (ICH) Good Clinical Practice (GCP) requirements, or state-approved or NLNAC-accredited Master’s degree in nursing or related field with an accredited BSN and years of experience in the conduct, monitoring, or auditing of clinical research subject to FDA / ICH GCP requirements.  Also knowledge in the conduct, monitoring, auditing and reporting on research involving animal welfare  in research and  safety and security research.  
Knowledge, Skills, Abilities:
1. Knowledge of FDA / ICH GCP requirements and Federal and Veterans Health Administration (VHA) human research protection requirements.

2. Knowledge of basic requirements for animal research and research safety and security, including relevant laws, regulations, standards, and policies.

3. Knowledge of research auditing and inspection techniques and ability to distill information from audit data, chart reviews, and interviews into concise reports utilizing tabular and textual formats of all types of research.
4. Oral and written communication skills to make clear and convincing reports and recommendations.

5. Ability to function as both a team member and a team leader, working collegially and cooperatively with other personnel to contribute substantively to research compliance identification and corrections
Background:
This position is located in the _________(facility)_______,      (city)           ,  (state) .  The nurse reports directly to the medical center director (or VISN director).  The RCOs advise on federal, VA, and VHA requirements for the protection of human research subjects, laboratory animal welfare, research safety, research laboratory security, research information security and research misconduct.  This includes oversight of compliance with all (non-fiscal) federal, VA, and VHA requirements for the conduct of research in 120 human, 90 animal, and 95 basic science research programs in 120 VHA research facilities nationwide.  Responsibilities include providing advice and assistance at VHA research facilities concerning research protection requirements; performing routine compliance reviews of VHA research programs; conducting investigations of alleged noncompliance with regulatory requirements; determining the acceptability of action plans to remediate non-compliance in VHA research facilities; and monitoring the implementation of corrective actions.

Functions/Responsibilities

· The RCO provides leadership, expertise, and strategic direction for the facility’s research compliance program, and is responsible for developing, implementing, and maintaining compliance oversight activities in assigned areas of responsibility. Incumbent works closely with the Facility Director, Chief of Staff (COS), Associate Chief of Staff for Research (ACOS/R), and Administrative Officer for Research (AO/R) to provide guidance and counsel on incorporating research compliance activities into the day-to-day operations of the facility.  

· Assigned areas of responsibility are dependent upon the particular needs of the facility and its research programs in meeting VHA auditing, monitoring, and related research protection and oversight requirements.

· The RCO performs ongoing research monitoring and auditing in assigned areas of responsibility.  These activities must be consistent with VHA research monitoring and auditing requirements, and require the ability to conduct in-depth review and analysis of research, clinical, and training records relevant to the assigned areas of responsibility.  Monitoring and auditing reports are timely, accurate, and complete and are provided to facility leadership and others by the RCO in accordance with VHA requirements.  

· The RCO develops and maintains strong working relationships with the facility Information Security Officer (ISO) and other individuals relevant to the assigned areas of responsibility, such as the facility Privacy Officer (PO); the Chairpersons of the facility’s Institutional Review Board (IRB), Institutional Care and Use Committee (IACUC), and/or Subcommittee on Research Safety; Veterinary Medical Officer; Safety Officers; etc. Incumbent provides routine reports to the Facility Director and others (e.g., COS, ACOS/R) in accordance with VHA and facility requirements.

· The RCO ensures that relevant regulatory and policy updates in assigned areas of responsibility are disseminated to research administrators, research oversight committees, research investigators, other research personnel, and facility leadership in a timely manner.  Incumbent serves as the primary local resource for regulations, policies, memoranda, alerts, and other federal requirements in assigned areas of responsibility and works with research personnel on a day-to-day basis to maintain current and open communication regarding research compliance issues.  

· The RCO serves as a consultant to (i.e., “non-voting member” of) the Research and Development Committee (R&DC) responsible for the facility’s research program, as well as a consultant to (i.e., “non-voting member” of) any R&DC subcommittees and/or other research oversight committees relevant to the RCO’s areas of responsibility.

· The RCO conducts routine and “for cause” reviews and other performance improvement activities to promote compliance, reduce violations of regulations and standards, identify unsatisfactory trends and conditions, and correct factors that may contribute to non-compliance. 

Scope

· Knowledge and experience commensurate with grade level in performing verifiable research auditing that utilizes accepted national and VA methods for auditing of research projects.  Auditing research requires knowledge of nationally recognized auditing and monitoring systems, as well as of applicable laws, regulations, and policies

· The position requires the ability to address VA’s wide range of research activities (e.g., pharmaceutical, mental health, health services, social sciences, physical health, tumor and tissue research, behavioral and other non-biomedical methods, animal research, and laboratory research); the requirements of other federal departments and agencies, such as the Department of Defense, that may participate with VA in collaborative research undertakings; and the requirements of a variety of sources that may fund VA research (e.g., National Cancer Institute, the National Institutes of Health, other federal agencies, the pharmaceutical and medical device industries, and private entities).

· The position requires knowledge of the principles, concepts, methods, and techniques of research compliance to analyze, evaluate, and provide expert advice and consultation, as well as knowledge of the principles, methods, applications, and state of the art technology related to assigned areas of responsibility.  The employee uses skill in applying this knowledge not only to conduct audits of individual research studies but also to develop new methods, approaches, and procedures to strengthen the facility research compliance program and to foster a culture of research responsibility, compliance, and ethical behavior among all facility employees, whether or not  they conduct  research.
· Depending upon the assigned areas of responsibility, the RCO must possess an in-depth mastery and knowledge of the interrelated federal and state laws and regulations and of VA and VHA requirements governing one or more of the following, and must have basic working knowledge of all three areas.

· Protection of Human Subjects in Research.  Knowledge of the laws, regulations, standards, and policies related to human research protection, including (but not limited to) the Federal Policy “Common Rule” for the Protection of Human Research Subjects, codified by VA at Title 38 Code of Federal Regulations Part 16 (38 CFR 16); Department of Health and Human Services (HHS) regulations at 45 CFR 46, Food and Drug Administration (FDA) regulations at 21 CFR 50, 54, 56, 312, 314, 812, and 814, the International Conference on Harmonisation Good Clinical Practice Standards, and all applicable VA and VHA Directives, Handbooks, and policies.  

· Laboratory Animal Welfare.  Knowledge of the laws, regulations, standards, and policies related to laboratory animal welfare and the conduct of animal research, including (but not limited to) the Animal Welfare Act and United States Department of Agriculture (USDA) animal welfare regulations and standards (9 CFR 1, 2, 3, 4); the Public Health Service (PHS) Policy on the Humane Care and Use of Laboratory Animals; The Guide for the Care and Use of Laboratory Animals (National Research Counsel); Biosafety in Microbiological and Biomedical Laboratories (Center for Disease Control and Prevention / National Institutes of Health); Guidelines for Research Involving Recombinant DNA Molecules (National Institutes of Health); and all applicable VA and VHA Directives, Handbooks, and policies.  

· Research Safety and Security. Knowledge of the laws, regulations, standards, and policies related to research safety and security, including (but not limited to) Biosafety in Microbiological and Biomedical Laboratories (Center for Disease Control and Prevention / National Institutes of Health); Guidelines for Research Involving Recombinant DNA Molecules (National Institutes of Health); Department of Transportation regulations for shipping and transferring materials (42 CFR 72); Occupational Safety and Health Standards (29 CFR 1910); Nuclear Regulatory Commission regulations (10 CFR 19, 20, and 35); Environmental Protection Agency regulations (40 CFR 260, 261, and 262); and all applicable VA and VHA Directives, Handbooks, and policies.  

· Ability to communicate both orally and in writing, to make clear and convincing presentations, explain and justify recommendations, provide guidance, advise program administrators, respond to inquires, and prepare detailed oral and written reports. Position requires the ability to communicate orally and in writing with researchers to advise them on policy matters, process issues, and procedural requirements that facilitate compliance when conducting research.  Communications and writing skills are critical to interface effectively with senior staff, researchers, the affiliated university (if applicable), and a variety of administrative staff on and off campus.

· Incumbent must have working knowledge of appropriate software and must be able to establish and maintain database applications.  
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