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Because health matters





JOB DESCRIPTION（Dedicated Project Expert, Director）
Job-holder’s Name:
Supervisor’s Name: 
Job Title*: Dedicated Project Expert, Director
Supervisor’s Title:
Country: China
Date: 
Position Summary
The Dedicated Project Expert (DPE) is the primary contact between the DSAR platform and the unit providing metabolism and pharmacokinetic expertise for strategy development and implementation of drug discovery and /or development programs, issue resolution and developing innovative approaches to meet unit needs. 
In addition, the DPE would provide support for unit sponsored due diligences and regulatory interactions. 
This position is 100% dedicated to this unit, reports into both DSAR and the unit and objectives are developed based upon unit needs.
Duties and Responsibilities

· Provide dedicated expertise to a the unit in metabolism and pharmacokinetics contributing to designing programs, issue resolution, innovation, and performance 
· Propose customization of DSAR services to address specific Unit needs and communicate level of risk associated with strategies employed
· Ensure that services requested by the Unit are scheduled as needed (internally or externally), data interpreted and relevance discussed including proposing solutions to issues.
· Support unit upon request in internal meetings as well as meetings with local regulatory agencies
· Provide expertise to support unit in due diligences and interactions with external bodies such as academic institutions and potential partners
· Develop and maintain knowledge within DSAR about present and future Unit needs
· Champion shared ownership for collective success between DSAR and Unit
Complexity & Problem Solving

Major Challenges & Problems:
Ensuring that discovery and development strategies are tailored to clients needs (risk acceptance and budget)

Ensuring that strategies evolve with changes in regulatory policy

Ensuring that DSAR leverages innovation to improves efficiency and quality
Key internal and external relationships

CSOP - Daily for design and conduct of clinical studies
Unit - Daily for strategy development and issue resolution

Regulatory - Daily for support of regulatory agengy interactions
Accountability

Strategy and issue resolution proposals, due diligence recommendations, regulatory agency interactions
Knowledge and Skill Requirements

· Leads strategy development and the successful completion of major programs.  
· Erroneous decisions or recommendations would typically result in failure to achieve critical objectives and affect the image of the department / function.  
· Independently addresses significant and unique issues where analysis of situations or data requires an evaluation of intangible variables.   
· Able to articulate concepts of cost versus risk trade-offs.  
· Exercises latitude in determining objectives and approaches to critical assignments.  
· Works under consultative direction toward predetermined long-range goals and objectives.  
· Determines and pursues course of action necessary to obtain desired results.  
· Work checked through consultation and agreement with others rather than by formal review of superior.  .

Experience & Education:  

· PhD/PharmD/DVM/MD (or equivalent experience) plus minimum of 12 years related experience. 
· Current knowledge of the legal and regulatory requirements as they impact upon metabolism and pharmacokinetic aspects of international preclinical and clinical drug development programs.  
· Demonstrated ability to interact (acting as primary representative for discipline without supervision) with regulatory agencies and senior management.  
__________________________
__________________________
Job Holder’s Signature/Date
Supervisor’s Signature/Date

*(Job titles will be subject to harmonization)

Selection Process / Appendix 1 ”Job description”
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