
 

 

 

 

Job Title: Manager, Manufacturing and Quality Control 

Reports to: Sr. Director of Operations 

 

POSITION SUMMARY:   

This position is responsible for implementation of a world class production team, while creating a continuous 

improvement and process change program. This key role reports to the Sr. Director of Operations and carries 

responsibility for manufacturing and materials management.   The role requires leadership, analytical thinking, 

and the ability to drive the implementation of site initiatives. 

ESSENTIAL FUNCTIONS: 

 Coordinate daily manufacturing and related QC activities, providing input for long-term strategy, and 

selection/supervision/management of manufacturing personnel. More specifically, oversee the high-

throughput production of IFA slides, assay controls, and other laboratory reagents. Apply a working 

knowledge of aseptic technique, antibody production, and slide preparation.  

 Manage a complex production schedule, ensuring customer demand is met at steady state and in 

aggressive scale-up phases. 

 Lead an effort to create and sustain a robust materials management program and inventory control. 

This will include oversight of incoming QC of raw materials, critical reagents, and inventory.    

 Lead manufacturing departmental plans, goals, and future product innovations. 

 Lead continuous process improvement initiatives regarding manufacturing capabilities to address 

requirements for cost, quality and responsiveness.  

 Actively participate in the selection and evaluation of new processes, systems, components, equipment 

and technologies used in Manufacturing and Materials Management.   

 Manage manufacturing personnel, including performance management and identifying key 

development areas to meet future growth plans.  

 Lead the company’s manufacturing processes to ensure workflow and manufacturing processes meet 
customer demand. 

 Provide regular input regarding current and future manufacturing capacity, facilities, processes and 

requirements and make appropriate recommendation to senior management.  

 Apply a firm understanding of GMP in a highly-regulated industry. 

 Work cross-functionally with Engineering, Quality Assurance, Research and Development, Laboratory 

Operations and senior/global leadership.   

 Be detail-oriented, organized, and capable of multi-tasking.  The applicant should be ambitious and 

self-driven.   
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 Work effectively in a highly-complex team environment and under challenging timelines. 

 The applicant must be willing to travel occasionally to sister sites and vendor facilities (<10%). 

 Follow all company safety policies & other safety precautions within work area. 

 

QUALIFICATIONS:  

 

 Bachelor’s Degree in a scientific discipline, preferably in Engineering or Life Sciences. 

 Minimum of 7 years of production management experience in a diagnostics or medical devices 

company. 

 Experience in a leadership/supervisory role. 

 Excellent problem-solving and troubleshooting skills. 

 Experience training personnel on new operations/processes. 

 Formulation experience a must (buffer prep, final formulation, etc.). 

 Practiced in aseptic technique and aseptic operations (filtration, filling, etc.). 

 Understanding of supply chain management is preferred. 

 Practiced in Lean methodologies.  Proven track record of continuous improvement. 

 Experienced in production scheduling and resource optimization. 

 Experienced working with the elements of a Quality Management System (QMS; i.e. internal audits, 

validation, nonconformance investigations, change control, CAPA, etc.). 

 Experience working in an FDA-regulated pharmaceutical, biotech or medical device industry.   

 CAP and CLIA knowledge/experience a plus. 

 Experienced with quality projects and understanding of the principles of project management a must. 

 

 

 

 


