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Our growing company is looking to fill the role of director, clinical. If you are
looking for an exciting place to work, please take a look at the list of qualifications
below.

Responsibilities for director, clinical

» Support execution of clinical studies/post marketing research programs,
interpretation of results, and preparation of oral and written internal/external
presentations, including FDA or Regulatory body submissions external review
bodies (e.g., co-license partners and Jansen affiliates)

e Strategically align and partner with individuals and groups within and outside
Medical Affairs (e.g., GCDO, R&D, Global Medical Affairs, Regulatory Affairs,
Clinical Compliance) for critical issues resolution related to clinical and
outcomes programs and operations, compliance with training requirements,
and audit

e Achieves the outcomes of the organization in relation to core measures,
regulatory influences, pay for performance, HCAPS, staff and customer
satisfaction and identifies areas for ongoing growth and development

e Lead the clinical trial protocol development process by independently
translating the Clinical Development Plan strategy and approved trial concept
sheets into efficient, high quality, executable clinical protocols and related
documents supported by appropriate external

» Lead and direct population health strategies and care coordination activities

e Manage all quality-driven value-based payment programs to ensure maximum
incentive reimbursements

¢ Assist in the monitoring and analysis of clinical quality data

e Confirm a Quality Management System (QMS) is developed, implemented
and maintained, for all phases of testing, to include the pre-analytic, analytic,
and post-analvtic phases of testing general laboratory systems



on creation of metrics, key quality and performance indicators
» Leverages analytics to perform trend analysis of monitoring information on in-
house and outsourced studies to identify gaps in performance and quality

Qualifications for director, clinical

* Facilitate ongoing improvement of research approaches in translational and
clinical pharmacology

e Represent Clinical Pharmacology on project teams and in governance
proceedings

e Requires an MD or DO degree, preferably board eligible

e At least 3 years of clinical development experience in the
pharmaceutical/biotech Industry

e Bachelors degree in biology or related field (or equivalent experience
required), advanced degree preferred with at least 15 years of experience
managing a manufacturing team in the biotechnology or biologics industry,
preferably with 5+ years as a leader of leaders

 Previous cell culture experience preferred/highly desired



