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#1102068- QA MANAGER  
Location: China

Department: Global Quality and Regulatory Compliance (GQRC)

Description:

Ensure compliance with CGMP regulations and company procedures for the conduct of long-term stability studies and analytical testing of API and drug product. Provide oversight of the quality system, and equipment/instrument and facilities qualification (IQ/OQ/PQ.) Supervise contract employees and assure alignment of compliance expectations between BMS and Wu-Xi. Schedule/perform review of analytical test results and stability data, technology transfer protocols and reports, change control, method validation protocols and reports, and instrument qualification as appropriate. Participate in and approve investigations into deviations, Out-Of-Specifications and Out-Of-Alert results. Perform batch record review of packaging and labeling records. Approve SOPs and ensure that GMP training is provided. Conduct internal audits and contractor audits as required. Provide guidance on GMP issues, interpretation of regulations and maintain awareness of regulatory trends and industry practices. This position will be based in China.
Requirements:

Incumbent must have an M.S. or B.S. degree in Chemistry, Pharmacy, or related discipline with minimum 5 years of relevant experience within pharmaceutical or healthcare industry, including experience in a GMP/GLP regulated function. Position requires thorough knowledge and understanding of CGMP regulations as they pertain to laboratory controls. Incumbent must have the ability to proactively identify key issues, to influence others and to interact constructively in a team approach to problem solving. Excellent judgment, strong organization and communication skills are needed.  There will be a key interface between Wu-Xi and BMS Quality units and operational groups across Pharmaceutical Development. Incumbent must be fluent in Chinese.
