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	JOB PROFILE


	General 


	Job Title:
Fellow Level Clinical Pharmacokineticist Temporary
Department:
Oncology Clinical Pharmacology (OCP)
Reports to:
OCP Team Leader or PTR
Location:
Florham Park, NJ

Contacts:
hequn.yin@novartis.com 


	Job Purpose  


Support oncology drug development by providing clinical pharmacology / DMPK expertise across early and full development phases.  Provide design, execution, and analysis of clinical pharmacology / DMPK related study components, and when appropriate, represent OCP global line function on cross-functional project teams.

	Major Accountabilities  


1) Contributes expert pharmacokinetic / DMPK input into key pre-clinical and clinical, and regulatory documents including clinical study protocols, clinical study reports, investigator brochures, IND / IMPD’s and NDA’s within agreed timelines, and meeting all regulatory requirements under general guidance from manager.
2) Designs and coordinates pharmacokinetic / DMPK related elements for preclinical and/or clinical projects.  Identifies potential project hurdles, suggests solutions and establishes contingency plans.  
3) Performs PK and PK / PD analyses using a variety of tools and approaches.  Integrates, interprets and reports data to project teams and other customers.
4) Ensures constructive collaboration within drug development teams (GPTs, etc) and with other internal partners (e.g. DMPK, Toxicology, Modeling and Simulation, Formulations, Drug Regulatory Affairs, Clinical Development).

5) Monitors study timelines and objectives, assures rapid and effective communication of data to project teams.
6) Participates in OCP or project sub-teams.  Coordinates with appropriate sub-team members and/or prepares summary documentation.
	Ideal Background  


	Education:
	Ph.D. in pharmacokinetics, drug metabolism or a related discipline, or a Pharm. D. with appropriate post-doctoral training 

	Experience/Additional desired skills:

	· A minimum of 3 years of relevant post doctoral, academic, industry or government experiences. Strong knowledge of related disciplines (e.g. DMPK, pharmacology, toxicology) 

· Demonstrated proficiency using in silico analysis tools (e.g. WinNonlin, SAS, NonMEM, Trial Simulator, GastroPlus, SymCyp)

· Strong oral and written communication skills
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