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POSITION PURPOSE: 

This position is responsible for adhering to established Service Standards and for reinforcing service standards with all employees.  

This position is the primary educator for up to 100 study coordinators in a classroom setting and for one-to-one assessment and mentoring of up to 20 study coordinators with expectations of cross-team coverage for up to 100 study coordinators.   This position also collaborates with the Senior Research Educator in the education of up to 600 principal and co-investigators (most often physicians) relating to all concerns regarding human subject research conducted in a rapidly changing regulatory environment.   This work is performed in collaboration with members of the Department of clinical Research for Principal and Co-Investigators involved in human subject research activities and for Lead Coordinators,  Clinical Trials, Senior Research Coordinators, RN; Clinical Research Coordinators, Research Coordinator, RNs; Clinical Trial Assistants, Clinical Trial Associates, Data Collectors and Data Coordinators involved in supporting human subject studies throughout the Aurora Health Care system.

REPORTING RELATIONSHIP:

· Reports to the Manager, Research Support, who in turn reports to Director, Clinical Research.  

· No incumbents report to this position.  

ESSENTIAL FUNCTIONS:

· Conducts educational needs assessments and completes checklists for clinical research study coordinator staff across the Aurora Health Care system.

· Based on ongoing needs assessments, develops and refines a programmatic core curriculum, formal orientation and continuing education program for clinical research study coordinator staff. as well as, individualized orientation and continuing education plans for each study coordinator.     

· Delivers formal education programs and coordinates delivery of informal education programs for clinical research study coordinator staff, investigators, clinical and administrative staff across the Aurora Health Care system in the areas of clinical research support requirements.   (e.g. ethical issues, standard operating procedures, regulatory concerns, compliance, study budgets and adverse events reporting.)

· Assures consistency in delivery and documentation of informal orientation and continuing education strategies for clinical research study coordinator staff.

· Mentors the Lead Coordinators, Clinical Trials; and the Senior Research Coordinators, RN in the processes of learning needs assessment, orientation and continuing education planning, course development, course delivery, and course evaluation as appropriate to each specific role.

· Interacts with national certifying agencies, regulatory agencies, and other Aurora Health Care departments in the preparation of training programs to plan research-related seminars, workshops, educational programs and related activities.

· Assists the Manager, Clinical Trials in the interviewing, staff development, and resolution of employee concerns related to clinical research study coordinators performance.

· Facilitates cross-team problem resolution related to issues involved in the conduct of clinical research.

· Participates in the delivery of a community outreach program to improve patient and physician participation in clinical research studies.     

· Performs other duties as assigned or as necessity dictates.    

· This position is responsible for adhering to established Service Standards and for reinforcing service standards with all employees.  

SPECIALIZED KNOW-HOW & REQUIREMENTS:

· Bachelor’s degree in health related field (i.e., nursing, pharmacology, and biology) OR five years work experience as a clinical research study coordinator, study monitor, and/or research project manager. 

· Eligibility to sit for Certification as a Clinical Research Associate or Clinical Research Coordinator from the Association of Clinical Research Professionals required with attainment of certification within one year of hire date. 

· Minimum one-year experience in professional education training management in health care or biopharmaceutical industry required.  

· Minimum three years experience in clinical research required.  

· Knowledgeable of FDA regulations and ICH guidelines.  

· Demonstrable leadership ability and the ability to work as a team.   

· Demonstrable ability to interact on a scientific level with medical staff, community physicians, and representatives of national pharmaceutical, and governmental groups required.

· Demonstrated knowledge of curriculum design principles, adult education principles, test construction, and educational strategies.

· Excellent communication skills, proficient with computer software (Power Point, Word, web-based education strategies, computer-assisted design software)

MENTAL/PHYSICAL REQUIREMENTS:

· Operates all equipment necessary to perform the duties of the job.  

· Exposed to a normal office environment.

· Ability to carry up to 40 lbs. (computers, projectors, etc.) to education sites 

