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                                                   JOB DESCRIPTION
Basic Information 
Job Title:  Clinical Pharmacology (PK/PD)            
Working Area / City: Beijing, China
Department: Medical Affairs Department, Oncology Business Unit, China 
Contact: hequn.yin@novartis.com    

  
Job Purpose  
Contribute to optimal strategy, responsible for the PK/PD component of study protocols, reports and project summaries as directed and within agreed timeframes which meet regulatory requirements. Work closely with global Clinical Pharmacology Team and Expert PKs experts. Take the lead on appropriate pharmacokinetic /biopharmaceutical studies.
Major Responsibilities  
· Define PK, PK/PD, biopharmaceutical requirements in project (clinical) development  plans and appropriate strategies in accordance with the Chinese Health Authorities requirement.
· Understand clinical implication of the PK, PK/PD results.

· Interpret and represent PK, PK/PD data generated during the development and present in a clear and concise manner.

· Proactively manage links with other functions to ensure that pre-clinical and clinical PK/PD information are used optimally.
· Directly or indirectly take the lead on appropriate pharmacokinetic/biopharmaceutical studies.
· Prepare summary information for internal and external Advisory panels, Investigator meetings and Health Authorities as part of the regulatory approval process. This includes PK/PD components of CTA applications and NDA filings in China.
· Coordinate with appropriate sub-team members and other LF experts and / or prepare (when needed) summary documents on drug metabolism and pharmacokinetics as required by ethics committees and HAs (IB,BB,CTA/IND ,responses to HAs).
· Prepare, compile and review appropriate sections of CTA dossiers/ NDA documents.
Authorities

N/A

Key Performance Indicators
· Quality and timelines of contributions.

Job Dimensions 
Subordinate functions: 
None

Number of associate:  None
Financial responsibilities: Indirect responsibility trial budget 
Impact on organisation: 
Efficient regulatory approval with appropriate documentation to anticipate regulatory questions minimize delays to approval. 

Required Education Background and Knowledge/Skills  
· Pharm.D. or PhD in Pharmacology, Pharmaceutics, or related disciplines 
· Fluent English and Chinese (oral and written)
· At least 3 years of experience in drug development or a relevant environment (e.g. Clinical Pharmacokinetics).
· Proven knowledge of PK and PK/PD evaluation techniques, experience in working in project teams (preferably global) and knowledge of regulatory requirements.

  
Employee name: __________________    Supervisor name:   ___________                                                             




Employee signature:                      Supervisor’s signature:

Date:                                     Date:
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