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Title:  Clinical Research Administrator III
Position #: 
Department:  NCCC Clinical Research Office
Category: Exempt
Reports to:  Associate Director, NCCC Clinical Research Office
Date:   2004
Position Purpose

To plan and coordinate clinical trials of new cancer treatments for one or more clinical teams at the NCCC.  As a senior member of the NCCC clinical research team, to manage a major Clinical Research Office administrative activity and to train and mentor junior clinical research staff. 

Key Accountabilities

Research Coordination
· Identifies patients potentially eligible for clinical trials.  Locates and evaluates diverse types of patient medical information to determine eligibility for investigational treatments.  Tracks patient informed consent process and registers patient to study.

· Works with secretarial, pharmacy, nursing, physician and allied health staff to ensure compliance with all protocol requirements regarding patient treatment and follow-up.

· Obtains clarification of protocol ambiguities; coordinates with principal investigator as necessary.

· Acquires, evaluates, and compiles information related to investigational treatment regimens for cancer patients.

· Manages computerized data regarding clinical trial patients.  Creates detailed study calendars and ensures completion of all required tests and procedures.

· Assumes responsibility for the most challenging clinical trials at NCCC.

· Tabulates and formats data for reports and grant applications; prepares statistical reports.  Prepares detailed reports of accrual and patient safety information for NCCC Safety and Data Monitoring Committee.  Often co-authors scientific journal articles to report clinical research results.
· Serves in a pivotal role in ensuring the Cancer Center's compliance with the extensive federal regulations regarding patient safety and confidentiality.
Communication

· Consults with physicians, nurses, allied health professionals, secretarial staff, federal and local regulatory agencies, industrial study sponsors, and administrative staff regarding complex issues in the conduct of clinical trials.  

· Engages in sensitive and emotionally charged conversations with cancer patients and their families regarding issues related to clinical trial participation.

· Regularly fields calls from patients and physicians across the country inquiring about clinical trial availability for specific patients and/or diseases.

· Represents the NCCC Clinical Research program in discussions with clinicians at outside facilities throughout the United States.
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· Represents the NCCC in particularly challenging interactions with outside institutions, federal agencies, contract research organizations, and pharmaceutical firms.

Mentoring/Education

· Educates patients, patient families, medical students, oncology fellows, and other clinical staff about clinical research standards.
· Trains and mentors junior staff in the NCCC Clinical Research Office.
Administration

· Implements and oversees one or more major Clinical Research Office administrative activity:

· Prepares budget proposals for new industrially funded clinical trials.  Collaborates with PI and sponsor agency to conduct project needs assessment. Estimates staffing requirements for study completion, and communicates with outside DHMC departments regarding costs for study-related services.

· Develops and presents continuing education sessions regarding human subjects regulations for internal staff and other DMS/DHMC departments.

· Oversees the update and maintenance of standard operating procedures and quality control measures and evaluates program efficiency.

· Serves as a formal liaison with DMS/DHMC departments and other outside activities/organizations involved in clinical research.  Regularly attends and/or presents at their staff meetings.  
· Oversees the acquisition and maintenance of resources required for CRO staff.
· Serves as the CRO expert on federal regulations.
· Participates in the senior administrative forum of NCCC Clinical Research Office for planning new short-term and long-term CRO initiatives.

· Participates in rotating assignments as the CRO scheduled on-call administrator during regular work hours.

Performs other duties as assigned.






Position Requirements

	· Skills & Knowledge

· Strong knowledge of diagnostic and treatment modalities in oncology and hematology.

· Strong knowledge of clinical trials design and analysis

· Strong knowledge of federal regulations related to research in human subjects.

· Skill in reading and interpreting experimental protocols.
· Facility with computerized data management and the organization of quantitative data.  

· Judgment, initiative, discretion.

· Very strong organizational ability.  

· Excellent oral and written communication skills.

· Ability to balance competing demands, and make decisions under deadline pressures.


	· Experience

· Five years of relevant experience in cancer clinical trials coordination


	· Education

· Bachelors’ degree preferably in the Health Sciences.
· Professional certification as a Clinical Research Administrator




_1096272875.doc
[image: image1.wmf]

Dartmouth College 	   
























