Veterans Integrated Service Network Research Compliance Officers  

SAMPLE POSITION DESCRIPTIONS 

Please note again the new and important requirement for Research Compliance Officers (RCOs) in each Veterans Health Administration (VHA) Veterans Integrated Service Network (VISN).  VISN RCOs are important and required.   The following supplements the sample facility RCO position descriptions previously offered by the Office of Research Oversight (ORO) on its ListServs and Website. These sample descriptions may be used for discussions with VISN Human Resources offices.

Please contact ORO Central Office, Paula Waterman, Paula.Waterman@va.gov or Dr. Joan Porter, Joan.Porter@va.gov for information on the status of planning and development.  

I.  SAMPLE POSITION DESCRIPTION                

Network Research Compliance Officer 

VA PDL Number:

Organizational Location: Veterans Health Administration, _____________,

VISN ____ Network Office 

Major Duties. The Incumbent, reporting to the Veterans Integrated Services Network (VISN) Director, carries out exceptional responsibility by for developing, implementing, maintaining and providing leadership, strategic direction and oversight of compliance activities for research and development programs in the VISN.  The Incumbent provides timely guidance and counsel on incorporating compliance related activities into the operations of research and development programs. The Incumbent serves in a highly specialized technical field as a content expert to the Network Director, facility Directors, and VISN facilities on research issues and research compliance. 

The Incumbent  displays leadership by ensuring regulatory and policy updates are disseminated to local research compliance, investigators, and research staff in a timely manner; performs ongoing monitoring of all areas of research compliance; and acts decisively on issues of potential non-compliance. The Incumbent will identify and disseminate audit tools to be used to assure compliance with regulations on Department of Veterans Affairs (VA), Office of Human Research Protections (OHRP), and other federal regulations and VA requirements.  Monitoring includes, but is not limited to, reviewing regulatory, Institutional Review Board, and clinical study data for compliance with complex Federal Regulations and Good Clinical Practices.  Monitoring also includes, for example, regulatory review of AALAC requirements, and Institutional Animal Care and Use Committee requirements.    Incumbent uses advanced administrative direction to ensure for example that protocol records, research office records, and investigator records contain all documentation required by the Department of Veterans Affairs, Food and Drug Administration, Office of Human Research Protections, Office of Research Oversight, the Department of Health and Human Services, AALAC regulations, and AAHRPP accreditation requirements.

The Incumbent, working collaboratively with numerous facility Research Compliance Officers, Facility Directors, and service line management, will develop, implement, maintain and provide leadership, strategic direction and oversight of research quality initiatives, promoting a comprehensive approach to performance improvement in research and development programs.  This includes carefully assuring that each facility in the VISN performs required audits in a timely manner, reporting to the Office for Research Oversight and other offices, as required, has fulfilled a well-designed corrective action plan for non-compliance with applicable laws, regulations, and policies on research, and establishing standard operating procedures the are adequate.  

The Incumbent will develop advanced training materials and training sessions for investigators, research coordinators, research manager, and other regarding compliance in coordination with Research Compliance Officers in VISN ___facilities.  
The Incumbent will perform these functions, collaborating with facility research quality and compliance staff, for all research programs conducted by VISN ___ facilities, which currently are centered at facilities located in ______, _______, ______, ______ and _____. Research is conducted at these facilities and other VISN ____facilities located at _____and ______, STATE.  

Investigations are commonly conducted in carefully designed cooperation with academic affiliates and affiliated medical schools and may involve review by joint or independent Institutional Review Boards and Institutional Animal Care and Use Committees.  The Incumbent site visits Medical Centers to review and consult on difficult and extensive research compliance issues with numerous involved groups including research management, Research and Development Committee members, Institutional Review Board Members, and Institutional Animal Care and Use Committees.

The incumbent will maintain information and expertise necessary for effective oversight of a wide range of research foci including of human research subjects, laboratory animal welfare, research safety, research laboratory security and research information security while at the same time supporting program compliance via consultative efforts.  The incumbent will monitor changes in regulations and in the regulatory environment and will provide guidance and assistance in implementation of revised procedures associated with or necessitated by such changes. Incumbent will act as VISN ___ liaison with VHA Office of Research Oversight and will be available to become involved in developmental ORO workgroups and task forces on the national level.

Factor 1: Knowledge and Skills Required by the Position.  

The Incumbent is required to have mastered the application of a wide range of qualitative and quantitative methods for the assessment and improvement of VISN __ research program effectiveness and the improvement of complex management processes and systems within the VISN __ research programs.

The Incumbent must have a thorough knowledge of expansive research principles, regulations, standards, and procedures, as well as an understanding of the business dynamics which affect research.   The Incumbent must have a comprehensive knowledge of the range of administrative laws, policies, regulations, and precedents applicable to the administration of the VISN __ research program.  This includes advanced knowledge of agency program goals and objectives, the sequence and timing of key program events and milestones, and methods of evaluating the worth of program accomplishments.  The work requires knowledge of relationships with other programs and key administrative support functions within the Federal government, the VA, VISN __, and/or affiliates.  

Incumbent must have or acquire detailed knowledge of VHA management research regulations, manuals, procedures and processes, including mechanisms via which VHA research is funded through appropriated revenues, other Federal funding sources such as Public Health Service and the National Institutes of Health, and through non-governmental sources. 

Incumbent must have exceptional communication and writing skills necessary to effectively interface between senior research and development leadership and a wide variety of investigators and administrative staff, and to be able to translate complex regulatory information in terms understandable to lay staff, and deal appropriately in high-stress situations. 

Incumbent must have the knowledge and skill in applying to apply principles, theories, and processes of management, including monitoring and auditing techniques, fact-finding, investigation, and reporting mechanisms. In the dynamic environment in which this position exists, Incumbent must be able to exercise resourcefulness, ingenuity, and inventiveness to achieve success and represent the VISN and VA well.

Incumbent must be able to research, study and evaluate laws, regulations, and standards (including accreditation standards) applicable to medical research in general and research conducted by VHA and to project the impact upon agency programs and resources.  The incumbent must have the skills necessary to establish and maintain databases and a reference library of appropriate regulatory information. 

Incumbent must have leadership in working skills in the operation of computer and telecommunications equipment and software typical in a business environment. Software used by VHA includes Microsoft Office and related products, and VHA PROMISE and  VASTAR databases. 

This level of knowledge and skill is typically held by one holding at least a baccalaureate degree in health care, management or related field, with at least 5 years’ experience in the administration of medical research in which human subjects is involved. 

Factor 2:  Supervisory Controls.  

Incumbent will report directly to VISN leadership exercising exceptional responsibility and independence.  Within the framework of priorities, funding, and overall project objectives, the Incumbent and the supervisor develop a mutually acceptable project plan that typically includes identification of the work to be done, the scope of the project, and deadlines for completion.  

Within the parameters of the approved project plan, the incumbent is responsible for planning and organizing the project/ investigation, estimating costs, coordinating with staff and line management personnel, and conducting/ coordinating all phases of the project.  This frequently involves the definitive interpretation of regulations and study procedures, and the initial application of new methods.  The incumbent informs the supervisor of potentially controversial findings, issues, or problems with widespread impact. 

Detailed and coordinated completed projects, evaluations, reports, or recommendations are presented to the supervisor for compatibility with organizational goals and guidelines. Completed work is also reviewed critically outside the immediate office by staff and line management officials whose programs and employees would be affected by implementation of the recommendations.  

Factor 3:  Guidelines.   

This position is greatly dependent upon considerable knowledge of a wide variety of Federal regulations, guidelines, VHA Manuals, VHA Circulars, VACO Directives, and accreditation standards including  AAHRPP.  The guidelines require considerable adaptation and interpretation for application to issues and problems studied. The guidelines cover program goals and objectives and the incumbent may refine or develop more specific guidelines regarding implementation of regulations and methods for the measurement and improvement of effectiveness and productivity of research programs. The incumbent must be able to access administrative and clinical information from the Office of Research and Development, be highly resourceful and utilize the team approach in solving complex problems.
Factor 4: Complexity.
Assignments and objectives sought require analysis of interrelated issues that are highly complex in nature, exist within a dynamic and sophisticated environment, and are frequently affected by the interests of external entities that may be inconsistent with a high level of research.  Even where interests are aligned, incumbent will confront frequent ambiguity in application requirements in a research environment that by definition presents a degree of uncertainty as to outcome.  Assignments require developing detailed plans, goals, and objectives for long-range implementation and administration of research programs, and developing the criteria for evaluating program effectiveness.

Decisions concerning planning, organizing and conducting studies are complicated by conflicting program goals and objects that may derive from changes in legislative or regulatory guidelines.  Assignments are further complicated by the need to deal with subjective concepts such as value judgments, the quality and quantity of actions are measurable primarily in predictive terms; and findings and conclusions are highly subjective and not readily susceptible to verification through replication of study methods.

When developing options, recommendations, and conclusions the incumbent must take into account and give appropriate weight to uncertainties about the data and other variables that affect long-range program performance.  Assignments may involve centralizing or decentralizing work operations widely across the VISN. These factors must be managed, taking into consideration the changing nature of the program’s clients and beneficiaries, within the constraints and complexity of a large organization of which the VISN is a part. 

Factor 5: Scope and Effect.  This is a key management position that strives to provide operational support and guidance as well as strategic direction in the application of regulatory requirements to the VISN’s research programs.  The purpose of the work is to assess the productivity, effectiveness, and efficiency of program operations and to analyze and resolve problems in staffing, effectiveness and efficiency of administrative support and staff activities.  Work involves establishing criteria to measure and predict attainment of program and organizational goals and objectives.  Work involves developing challenging administrative regulations and the evaluation of program effectiveness with a focus on the delivery of program services at the operating level.

The work contributes to improvement of productivity, effectiveness, and efficiency in research program operations through the VISN.  The work affects the plans, goals, and effectiveness of missions and programs at each medical center in the VISN and may affect work done at other agencies or affiliates.  

Factor 6: Personal Contacts.  

Incumbent will communicate skillfully, both formally and informally, with a wide diversity of national, regional and local senior and mid-level management, clinical investigators and administrative staff.  These will include contact with a wide latitude of persons both within and outside VHA, including advanced leadership associated with academic affiliates, governmental and non-governmental research sponsors, and regulatory and accrediting agencies, e.g. FDA, OHRP, AAHRPP,  AALAC, and the Inspector General.  

Factor 7:  Purpose of Contacts

Contacts will be for the purpose of influencing and directing managers or other officials to accept and implement findings and recommendations on organizational improvement and program effectiveness.  The Incumbent may encounter resistance due to such issues as organizational conflict, competing objectives, or resource problems, and fulfillment of specialized activities.

Factor 8:  Physical Demands

The nature of the position will require extensive walking, sitting, and lifting of packages and books, generally of not more than 25 pounds.

Factor 9: Work Environment.   

The Incumbent will typically work in a well-lighted office environment. Work in an animal and biomedical laboratory or clinical environment may be required. In such instances, the Incumbent may be required to wear protective clothing or take special precautions for infection control. No special medical screenings are required.

Use of computer equipment and software typical to a business environment will be required.

The position involves extensive travel, as much work will be performed at facilities other than the Incumbent’s duty station. This will include frequent overnight travel during the regular work-week.  Such travel will generally be by air or by automobile operated by the Incumbent, and a valid driver’s license will be required. 

Recurrent training will generally be received at national conferences held outside the VISN and will require travel via airlines and other common carrier. Such travel may involve extensive walking, sitting and lifting of luggage and packages of greater weight than encountered during normal work. Common carrier travel may also involve the security screening and/or search of the Incumbent’s person in a manner which might be considered intrusive. 

Normal duty will be between the hours of 8:00 a.m. and 4:30 p.m., Mondays through Fridays.  Some occasional work outside of these hours may be required during peak work periods associated with preparation for meetings and accreditation reviews, investigations and remediation of identified issues, and other factors. 
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II. SAMPLE NURSE FUNCTIONAL STATEMENT     

(Must be adapted to program needs and incumbent qualifications)

                                              VETERANS INTEGRATED SERVICE NETWORK       

NURSE FUNCTIONAL STATEMENT

RESEARCH COMPLIANCE OFFICER

DEPARTMENT OF VETERANS AFFAIRS

ASSIGNMENT:  Veterans Integrated Service Network Research Compliance     

  Officer (RCO)

ORGANIZATIONAL TITLE: VHA VISN RCO Specialist

SERVICE/LOCATION:  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 knowledge and other types of research, e.g., involving animals, safety, and security. 

Knowledge, Skills, Abilities:

Oral and written communication skills and leadership abilities to make clear and convincing reports and recommendations to VISNs, VA facilities, and VA Office of Research Oversight and Office of Research and Development.

Knowledge of FDA / ICH GCP requirements and Federal and Veterans Health Administration (VHA) human research protection requirements.

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

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.

Ability to function as both a team leader and a team leader, working collegially and cooperatively with other personnel to contribute substantively to research compliance education, identification, and corrections.

Background:

This position is located in the _________(facility)_______,      (city)           ,  (state) The nurse reports directly to the VISN Director.  The VISN RCOs advise on and work to ensure 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 the VISN and VHA research facilities concerning research protection requirements; performing routine compliance reviews of VHA research programs; review the conduct of investigations of alleged noncompliance with regulatory requirements; advising on the acceptability of action plans to remediate non-compliance in VHA research facilities; and monitoring the implementation of corrective actions.  The VISN RCO is a highly skilled professional who is responsible for coordinating and interacting with the research management in the VISN and VA Central Office to ensure standardization of research policies and sharing of available information on compliance with research regulations and VA policies. 

Functions/Responsibilities

The VISN RCO provides leadership, expertise, and strategic direction for VISN the facilities research compliance programs, and is responsible for developing, assuring implementation of, and maintaining compliance oversight activities in assigned areas of responsibility. Incumbent works closely with VISN leadership and the Facility Directors, the Research Compliance Officers, and key staff as requested such as the 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 facilities.  

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

The VISN RCO assesses and evaluates ongoing evaluation of 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.  The VISN RCO leads in assuring that monitoring and auditing reports are timely, accurate, and complete; that they are provided to facilities’ leadership and others in accordance with VHA requirements; that through evaluation of policies and procedures followed at each facility changes are recommended as appropriate.

The VISN RCO develops and maintains with the facilities’ RCOs strong working relationships and other individuals relevant to the assigned areas of responsibility such as facilities’ Privacy Officers (PO); the Chairpersons of IRBs, IACUCs, and/or Subcommittees on Research Safety, etc.  Incumbent provides routine reports to the VISN Director and others in accordance with VHA and VISN requirements.

The VISN RCO promotes in the facilities relevant regulatory and policy updates in assigned areas of RCO responsibility and fosters dissemination to research administrators, research oversight committees, research investigators, other research personnel, and facility leadership in a timely manner.  Incumbent serves as a key advisor on regulations, policies, memoranda, alerts, and other Federal requirements in assigned areas of compliance responsibility and works and is available to facility RCOs on a day-to-day basis to maintain current and open communication regarding research compliance issues.  

The VISN RCO conducts education for VISN staff and for facility RCOs and other facility research staff to promote compliance, reduces violations of regulations and standards, identify unsatisfactory trends and conditions, and correct factors that may contribute to non-compliance.  The VISN RCO promotes rapid identification, reporting, and development f correction of research non-compliance identified in the VISN. The VISN RCO provides and/or advises on tools to audit research protocols for evidence of compliance.

The VISN RCO evaluates policies and procedures followed at each facility to recommend changes as appropriate.

The VISN RCO assists each facility in developing and maintaining accreditation standards.  

Scope

Knowledge and experience required to foster assistance, communication, coordination, education, and leadership.

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.  

