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Position:
VP, Quality Assurance
Reports to:
SVP & General Counsel
Position Description: 

· Establish and maintain a corporate Quality Manual commensurate with POZEN’s scientific and commercial goals.

· Direct and oversee activities related to compliance with GCP, GMP and GLP regulations.
· Serve as direct contact with FDAs Field Offices, Office of Compliance and Office of Scientific Investigations.

· Administer POZEN’s SOP program and monitor compliance thereto. 

· Administer POZEN’s Vendor Certification program; determine adequacy from a regulatory standpoint of CROs, Analytical and Bioanalytical labs, Data Management (electronic) providers, Manufacturing and Packaging sites, etc.
· Provide audit oversight for clinical investigator sites and prepare designated sites for FDA inspections as needed.  
· Review and serve as signatory of critical documents; e.g. Protocols, Clinical Study Reports, Informed Consent, Clinical Investigators Brochure. 
· Provide audit oversight of internal record retention system.  
· Review and release batch records, C of As and drug product batches for CTM and NDA stability and validation batches as well as future commercial batches.  
· Monitor regulations and guidelines pertaining to Quality Assurance and provide feedback, advice and training as needed to senior management and operations personnel.
· Support Corporate and Commercial Operations as needed; e.g. Establishment Registration, Drug Listing and NDC codes, Drug Product Problem Reporting, Field Alerts, CAPA investigations, Partnering Activities, Due Diligence audits and Master Supply and Quality agreements.

· Overall, lead POZEN’s Quality Assurance efforts, supervise QA employees and manage contractors and consultants used to help accomplish any of the above activities.

Candidate Qualifications/Experience:

· Minimum 10 years’ experience in pharmaceutical industry.
· Direct responsibility for Quality, Compliance and/or Regulatory oversight activities.

· Direct experience in dealing with FDA on compliance issues.

· Strong understanding of regulatory and compliance issues as it relates to Development and Commercial activities.
· Substantial knowledge of GCP, GLP, and GMP requirements and related FDA and ICH guidelines.

· Experience in managing Quality and/or Regulatory Departments.

· Ability to react to problems in a professional and productive manner.

· Ability to work collaboratively with functional leaders across the organization.
· Good communications and negotiation skills.

· Bachelors’ degree required; graduate degree beneficial.
If you are interested in this position and meet these qualifications, please go to www.pozen.com/about/careers/ for instructions on how to apply for this position.
