POSITION DESCRIPTION

Program Specialist, GS-0301-11

Position Number:  3329

Organizational Code: R&D Service, Office of the ACOS for R&D  (614/151)

Organizational Location: VA Medical Center, Research and Development Service, Memphis, TN.  

Primary Purpose: The incumbent serves as the Research Assurance and Training Officer for the Research and Development Program.  Incumbent is responsible for developing, implementing, maintaining, and providing leadership, strategic direction and oversight of compliance and training activities for the Research Program.  The incumbent provides guidance and counsel on incorporating compliance-related activities into the day-to-day operations of the Research and Development Service.  The incumbent ensures regulatory and policy updates are disseminated to investigators'  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  oversees the education and training process for research and non-research employees regarding  compliance-related activities.

Incumbent's duties encompass four (4) major areas of regulatory compliance relevant to the VA Research and Development Program.  These areas are 1) Protection of Human Subjects in Research; 2) Protection of Animal Subjects in Research; 3) Biosafety; and 4) Conflict of Interest. The incumbent must possess a broad knowledge of the interrelated Federal and State laws/regulations governing each of these four areas as well as knowledge of VA administrative organization and policies.

1.  Protection of Human Subjects Involved in Research:

Works closely with the Chairman, Human Studies Subcommittee; ACOS for R&D; Administrative Officer for R&D; and Investigators to ensure compliance with laws and regulations promulgated to ensure the protection of human subjects in research.  Serves as the primary resource person concerning compliance issues in accordance with the "Common Rule" (45 CFR 46 & 38 CFR 16).  Focuses especially on Department of Health and Human Services (DHHS), National Institutes of Health (NIH), Food and Drug Administration (FDA), and VA policies.  Communicates verbally and in writing with researchers to advise them on policy matters, process issues, and procedural requirements for conducting research involving humans.  Develops and revises, as necessary, written procedure documents implementing the regulations.  Monitors compliance with approved procedures and regulations by administration and by investigators.  Reviews all research projects involving human subjects, including thorough review of all informed consent documents.  Coordinates communication with Headquarters on Human Studies.  Responds to requests from the Office of Research Compliance and Assurance (ORCA).  Coordinates accreditation visits and other site visits as may occur by VA Headquarters, FDA, OHRP, and/or ORCA.  Develops a training program, ensuring it meets regulatory requirements, is modified to include current information, and is completed by appropriate staff members.

2.  Protection of Animals involved in Research:

Works closely with the Veterinary Medical Officer; Chairman, Animal Care and Use Subcommittee; ACOS for R&D; and Administrative Officer for R&D.  Monitors animal studies compliance by the Animal Care and Use Subcommittee including reviewing all projects using animals.  Coordinates Association for Assessment  and Accreditation of Laboratory Animal Care International (AAALACI) reports and accreditation activities.  Develops written procedures implementing the regulations concerning use of animals in research.  Serves as coordinator and principal staff person for the VA Animal Care and Use Subcommittee (IACUC).  Attends all meetings.  Records minutes.  Communicates results to investigators and works with investigators to meet the requirements of the committee.  Assumes  responsibility for follow-up actions required to implement decisions of the committee.

3.   Biosafety:

Works closely with the Medical Center Safety Officer and Radiation Safety Officer; Chairman, Research Biosafety Subcommittee; ACOS for R&D; and Administrative Officer for R&D.  Coordinates Biosafety Subcommittee activities to insure compliance.   Arranges meetings, prepares minutes, communicates results to investigators, and ensures follow-up on all actions of the committee.  Communicates with investigators and assists them in responding to requirements of the committee.  Develops and revises, as necessary, procedure manuals, Safety Plan, Chemical Hygiene Plan, etc.  Arranges for required training.  Tracks and documents training.

4. Conflict of Interest (COI)/Research Integrity Program:

Participates actively in implementing Federal regulations on Conflict of Interest.  Develops procedures and training modules as required.  Coordinates any investigation of alleged conflict of interest or breach of integrity or ethics in conduct of research.

