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MERZ PHARMACEUTICALS, LLC, a specialty pharmaceutical company located in Greensboro, NC, is seeking a Senior Manager of Quality Assurance.  This position reports to the VP of Research and Development.  Merz Pharmaceuticals is experiencing exciting growth.  We offer a comprehensive benefit package, competitive salary and a flexible work schedule that places an emphasis on work/family life balance.  

Purpose of this Position:  Monitor, maintain, and improve Merz Pharmaceuticals, LLC QM system.  


Essential Duties:  

· Monitors, maintains and improves Merz Pharmaceuticals LLC QM System based on cGMP and ISO requirements and assures that it fits in the global QM system.

· The QA Manager is the QA Representative of Merz Pharmaceuticals LLC organization and main QA contact for Frankfurt headquarters. 

· Ensures that all Merz Pharmaceuticals LLC personnel are trained in relation to QM System requirements.

· Ensures that all quality and regulatory requirements (as per ISO and cGMPs) are implemented for all products and processes.

· Is responsible to develop an Internal Audit Program as per cGMP and ISO requirements and executes the audits.

· Is responsible to develop and maintain supplier qualification audit program to ensure suppliers’ ability to perform work that meets Merz quality standards. Performs supplier/vendor audits per cGMP/ISO requirements.

· Develops and implements CAPA system 

· Establishes and maintains a monitoring and trending program to ensure general state of quality systems compliance is effective and continuously improving.

· Regularly reports to Merz Pharmaaceuticals LLC management on quality issues/KPI`s and keeps global QA updated on regular basis. 

· Hosts internal authority inspections, incl. follow-up of findings.

· Acts as consultant for clinical and marketing teams with regard to all quality related questions.

Essential Duties:

· Bachelor degree

· 2-5 years of professional experience in a Quality Management function within the pharmaceutical industry (a track record of successful QA personnel leadership is a plus.) 

· Knowledge on US cGMP requirements  

· Knowledge on US Pharmaceutical and Medical Device regulations and ideally ISO standards (e.g. ISO 13485)

· Willingness to expand knowledge into the GCP area.

· Strong communication and presentation skills, analytical mindset.
· Ability to understand and explain complex regulatory details to non-experts

Please CONTACT:

Diana Raygor, Human Resources Department  

336-217-2401 (phone)
336-217-2448 (fax)

draygor@merzusa.com
Applications can be submitted through our website also:  www.merzusa.com
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