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Production Supervisor ~ Quality Assurance Manager ~ Hi-Tech Manufacturing or Medical Device Industries
Results-oriented Production Supervisor with 7 years of progressive experience managing Production, Quality Assurance, Training, Cost Control, Safety for manufacturing operations area within medical device and communications power supplies industry. Verifiable strength in implementing and improving processes control and manufacturing procedures in support of continuous improvement program. Strong team-building and leadership skills; able to train and motivate teams to attain peak performance. Expertise in cGMP and ISO compliance with FDA and ISO lead audit experience. Proficient in MS Office software applications skills and SAP ERP system; experience in creating and generating data trends reports. Extensive diversified experience including production quality control, document control and processing, training, auditing, inspection techniques, and root cause failure analysis investigation. 
PROFESSIONAL EXPERIENCE
Document Services Manager / SAP MM & QM Functional Analyst: Lanx, Inc., Broomfield, CO (2007-09/2011)

Spinal surgical/medical devices use in fusion and non-fusion technologies.

· Manage the company day-to-day quality system document control and configuration management process.

· Develop and present internal training material on Good Documentation Practices for all new employees.

· Monitors the Document Services’ team performance against organization standards, policy and objectives, and processes through quality assurance and quality control activities.

· Report on Document Services key performance indicators and meet department goals.

· Ensures that controlled paper copies of documents that have been released through the document control 

system are current, including but not limited to Quality Manuals, Standard Operating Procedures, and Engineering Drawings.

· Quality assurance inspection of incoming products and components, and release of finished good products.

· Led the establishment of internal training program, documentation control and internal audit systems per QMS (ISO 13485) 

and QSR (21 CFR Part 820) requirements.

· Facilitates investigation of and response to customer complaints and customer feedback.

· Works with VP of Q/RA to ensure assigned CAPA responsibilities are completed.

· Presentation to MRB of nonconformances relating to design, manufacturing, packaging, labeling requirements.
· Accountable for proactively anticipating and assisting other cross-functional teams with SAP MM/QM related requests for their needs (take part in feasibility studies, error analysis; provide training/knowledge transfer, recommend solutions).

Sr. Quality Assurance Specialist: Dentsply International, Inc., Lakewood, CO (2004-2007)

· Managed day-to-day activities in the Document Control Department, including incorporating,

distribution and auditing controlled documents, maintenances of electronic and hard copy of divisional

Device Master Records (DMRs), tracking and reporting on document review progress using electronic document management systems.

· Provided manufacturing support with DHRs review, data review, corrective and preventative actions, release of raw materials, in-process and final products batch record review and completion.

· Insured quality record accuracy for traceability according to established practices.

· Monitored and recommended improvements to systems integration processes to assure component/product 

control, quality system documentation and GMP control.   

· Recommended and developed process, testing and procedural initiatives to support production and quality systems.
Production Quality Assurance Supervisor: Medtronic Perfusion Systems, Inc., Parker, CO (2002-2004) 

Responsible for providing leadership for incoming quality inspection in all areas of component and supplier qualifications, help developed and maintained of in-house inspection methods and plans, implementing quality controls to assure conformance to specifications, design & GMP requirements, and FDA regulations. 

· Wrote standard operating procedures to assure and comply with manufacturing requirements.

· Performed auditing to qualify vendors.

· Prepared and presented weekly CAPA & MRB reports, disposes discrepant materials in MRB, and assists in developing and executing appropriate corrective actions to alleviate root cause problems.

· Assisted in creating documentation for the equipment and operations of a new packaging line. Responsibilities included writing, document processing, training personnel and implementation.
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Quality /Test Engineer: Artesyn Technologies, Inc., Broomfield, CO (1999-2002)
High technology power supplies converter research & development and manufacturing, with both domestic and international

manufacturing facilities

· Led integrated quality and manufacturing post products qualification test (MQT) program. Responsible for product testing/integration, in process quality control monitoring, and process improvement projects

· Drove performance in three critical areas, product reliability & validation, data analysis, and customer & contract manufacturing problem solving.

· Implemented new procedures and trained of production staff and customer in, where new/modifications of the processes, initial set up and manufacturing work instructions were needed.

· Analyzed inspection and quality data to help in better decision making using Pareto analysis, correlation and regression analysis.

· Prepared supplier qualification and ISO audit reports for internal and external customers.

· Negotiated with vendors to facilitate product enhancements, reduced cost, and improved quality of purchased parts company used.

· Performed cost analysis in continuous improvement projects.

· Performed electro-mechanical assembly of telecommunication products and troubleshoot production equipment and systems. 

· Used electrical/mechanical test tools and other tools to test, repair and troubleshoot of products and 

       operations equipment, from the component level to the system level.

· Worked with Quality Assurance group in root cause evaluations directly relating to customer failures.

· Implemented new procedures and trained of production staff and customer in, where

       new/modifications of the processes, initial set up and manufacturing work instructions were needed.
Manufacturing Engineer Associate: Colorado Medtech, Inc., Boulder, CO (1995-1999)
Medical device company that specializes in the design, development, and production of high performance RF systems use in magnetic resonance imaging (MRI) applications, radar systems, communication systems, and RF plasma generators.

· Revamped the manufacturing test and final inspection processes, improving on-time delivery to 95% and while reducing cost and overhead.

· Performed processes capability (CPK), Gage R&R, and product reliability studies. 

· Played key role in supporting on released products, which included testing, writing ECN’s changes to BOMs, drawings, and schematics as the output analysis that identified the root cause of production problems.

· Compiled and analyzed operational, test, and research data to establish performance standards for 

newly designed or modified equipment.

· Investigated /identified root causes of daily production problems and applied engineering changes to correct defects.


· Interfaced directly with customers on possible issues arising from failure data collected on both customer’s end and ours.

· Facilitated in internal quality system and ISO audits of production staff and manufacturing processes.
EDUCATION/TRAINING

A.A.S.: Degree in Electronics Technology, Front Range Community College (1994)
Certification: ISO 13485 Lead Auditor, Electronics Assembly Level III, and IPC-610A standard 
Industry training included: Product and Cycle Time Excellence (PACE) Process, IPC Standards, 

Advanced SPC, ESD, ISO, JIT & KANBAN Systems, and Six Sigma quality Program
COMPUTER SKILLS

Windows 9x/NT/2000/XP/Vista, MS Office Suite 2007, VISIO Technical, MiniTab, AutoCAD, Adobe Acrobat  9 Pro, Adobe LiveCycle Designer ES8.2, BPCS, SAP, Oracle 8i, MS Outlook, MS Projects, Lotus Notes and Internet research
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