Anthony Lewandowski
763-439-6192  ▪  1542 153rd Lane NW  ▪  Andover, MN 55304  ▪  tjlewandowski@comcast.net

Career Summary
Highly skilled Quality Control Manager with experience in project management, regulatory affairs, equipment design, quality control, supplier auditing, technical training and management.  Responsible for managing all quality control operations and teams in the United States, Estonia and Beijing for Sybaritic.  Promoted continually for high performance due to reducing costs, decreasing product failure rates, decreasing complaint resolution time and recovering large amounts of money for the company.
Career History
Regulatory Operations Manager 






 2011 – Present

Sybaritic, Bloomington, MN

· Managing the development, implementation, training, and auditing of Standard Operating Procedures and work instructions/forms that are in compliance to regulations

· Identifying and resolving quality management system compliance concerns and partnering with senior management to ensure organization acceptance of necessary changes
· Managing external and internal audits for compliance to regulations and harmonized standards, and interface with regulatory authorities during onsite audits
· Supporting international product certifications, registrations and generation of supportive documentation
· Reviewing labeling and advertising materials for compliance with global regulations

· Serving as focal point for all questions and requests for information and material with concentration on customers, sales, marketing, and legal matters
· Monitoring changes to global regulatory environment and adjusting regulatory procedures
· Participating in the development of and providing training for internal employees
· Reporting product safety issues/recalls to FDA or National Competent Authority
· Reporting on the performance of the quality management system for management review
· Ensuring the awareness of regulatory and customer requirements are communicated throughout the organization
· Planning, coordinating and executing device operations in US, Estonia and China facilities
Product Development Manager 






      2007 – 2011
Sybaritic, Bloomington, MN

· Reduced product failure rate from 12% to 4% in 2007
· Lowered the amount spent on spare parts by 55% in 2 years

· Recovered $ 26,400 in good parts from distributors in the first 6 months
· Promoted from Product Evaluation Manager to Regulatory Operations Manager
· Managing device operations in the US, Estonia and China for light base products

· Responsible for overall management of warehouse organization 
· Leading inspections, scheduling, personnel, product evaluation specialists and reporting
· Reviewing and approving all acceptance activities
· Administering the testing environment and keeping the test tools and equipment up-to-date 

· Coordinating packaging material inspections, testing and disposition
· Maintaining test records and reports for all devices and materials

· Ensuring conformance to QSR system requirements on inspections and dispositions
· Recommending process improvements by participating in requirement and design reviews
· Supporting quality records for all devices including SOP’s, forms, work instructions for CAPA, device operations, device labeling, ECR/ECN, RGA, trending, etc.

Technical Service Manager 







      2003 – 2007

Sybaritic, Bloomington, MN

· Reduced average complaint resolution time from 2.4 days to 1.5 days in the first 6 months
· Promoted to Product Evaluation Manager in 2007
· Managing Technical Service department employees and all support difficulties

· Communicating directly with customers on escalated technical service issues
· Creating departmental documents and procedures to increase customer satisfaction and decrease downtime due to product outages

· Led department meetings to increase effectiveness and to address any concerns

· Working with executive management to ensure fluidity in Technical Service department

Senior Technical Service Associate 






      2001 – 2003

Sybaritic, Bloomington, MN

· Promoted to Technical Service Manager in 2003

· Leading technical service associates through training and supervision

· Enforcing and adhering to applicable customer service and technical service policies and procedures under the SOP’s of the company’s Quality System requirements
· Managing service policies and procedures for all Sybaritic equipment 
· Providing direct customer service support and sales via telephone and on-site for troubleshooting and service of all Sybaritic product lines; performing product testing
· Testing, troubleshooting and repairing equipment returned by customers for evaluation

· Monitoring international technical service issues through assisting international customer service manager in support of Int’l distributors
· Communicating with Int’l Distributors regarding policy and procedures as outlined in the support of failures and resolutions
· Accurately managing and maintaining all technical service documentation and returns
· Ensuring all work areas are cleaned and organized on a daily basis, including warehouses
Education

Aviation Electronics Technician






       
US Navy,   Millington, TN
· Advanced electronic diagnostics
· Schematic drawings
· Soldering training and experience
· Held Military Top Secret Security Clearance

