Career Openings – Position 

Position Title:

DIRECTOR OF CLINICAL OPERATIONS-PHASE 1
Location:
ANAHEIM, CA

DUTIES:  

· Oversees all aspects of the dedicated Phase I unit.

· Daily operational management including study operations, patient recruitment medical partnering, personnel and site administration, and team hiring and development. 

· Oversee Quality Assurance of the Phase I Unit to ensure Standard Operating Procedures are being followed.

· Develop Phase I unit operations budget and monitor expenses.

· Oversee and provide guidance to clinical research coordinator and assistants.

· Manage personnel activities including schedules, overtime, sick leave, and vacation leave.

· Coordinate training and educational programs to ensure that the staff is trained (as needed).

· Collaborate with Data entry personnel to insure accurate and timely transcription of data form the source documents to case report form.

· Collaborate with the Department of Recruitment to achieve enrollment numbers as negotiated by sponsor.

· Provide Coverage for coordinators, assistants, and front office staff. 

· Ensures that projects are adequately staffed with personnel and resources.

· Promote operational efficiency, teamwork and high morale.

· Assists in operational meetings and directives to improve the department as well as the company’s procedure and policies.

· Assists the executive director in presentation and representing the company in front of existing or prospective clients.

· Coordinate resource distribution across projects, interviews, make hiring recommendations, lead disciplinary actions, delivers performance reviews, etc.

· Evaluate all protocols to be conducted at the Phase I Unit.

· Create all source documents for every study.

· Order and allocate office and medical supplies.

· Oversee maintenance of operations and procedure manuals, work guidelines and project tools.

· Promote SOPs, GCPs (Good Clinical Practice) and ICH (Internal Commission of Health) compliance.

· Prepare for internal and external data audits along with the clinical research coordinators.

· Attend weekly administrative meetings and head monthly research meetings.

· Possess thorough knowledge of current protocols.

· Attend Investigator’s Meetings as needed.

· Evaluate and track eligibility of patients seen in the clinic for inclusion into studies.

· Attain informed consent per protocol.

· Complete source documents, CRFs, data clarification forms and data queries.

· Process and ship clinical laboratory samples.

· Maintain and fax enrollment logs as specified by CRO or sponsor.

· Complete charge tickets and patient stipends (if applicable) at time of patient visit.

REQUIREMENTS

Masters degree (or foreign equivalent) in Life Science plus 3 years of experience clinical research. ***Employer will accept Bachelor’s degree (or foreign equiv.) in Life Science plus 5 years progressive experience in clinical research.

REQUIRED SKILLS:

Experience in conducting Phase 1 studies.

** Employer will accept any suitable combination of education, training or experience.
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