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SUMMARY
An experienced quality professional trained in Six Sigma, Lean, and project management. Significant hands-on and leadership experience working for various industries. Versatile and resourceful; able to transfer skills from one industry to another.  Demonstrated ability to drive change and solve problems. Detailed and analytical; yet able to look outside the box and see the big picture.  Maintained professional expertise through ongoing training and certifications. 
. 
RELATED SKILLS AND ABILITIES
	· ASQ Certified Quality Engineer, Six Sigma Black Belt, and Quality Manager.
· Experience and training in Lean, project management, and Design of Experiment.
· Skilled in statistical data analysis.
· Master of Science degree.
· Familiar with ISO 9001, ISO 13485, ISO 14971, ISO 17025, MBNQA, and cGMP. 
	· Promoted constant improvement; upgraded and implemented new techniques and technologies.
· Skilled in writing test plans, qualification procedures, and validation protocols.
· Able to solve critical problems and needs for customers at all levels.
· Computer literate using Microsoft Word, Excel, Minitab, Master Control, LIMS.




PROFESSIONAL DEVELOPMENT
· Certified Six Sigma Black Belt (CSSBB), American Society for Quality (ASQ), 2010
· Lean Transformational Thinking; Training for Lean Teams, MN Quality Conference workshop, 2010
· Process Validation, MN Biomedical Consortium, 2010.
· Certified Quality Manager / Organizational Excellence (CMQ/OE), American Society for Quality, 2009

· Understanding FDA’s Medical Device Quality System Regulation, Statamatrix, 2009.

· Failure Mode & Effects Analysis (FMEA), Manufacturers Alliance, 2009.

· Risk Management and Analysis for Medical Device, Statamatrix, 2009.

· Corrective Action / Preventative Action (CAPA) Overview, the QC Group, 2009.

· Internal Auditor Training for ISO 13485, RABQSA certified, Statamatrix, 2009.

· Data Analysis with Minitab, Woodside Quality Solutions, 2009

· Certified Quality Engineer (CQE),  American Society for Quality, 2008

· Process Validation, MD&M conference workshop, 2008

· Six Sigma Green Belt Certificate Program, University of  St. Thomas, 2007.

· Mini Master of the Lean Enterprise Certificate Program, University of St.Thomas, 2007.

· Experimental Design Made Easy workshop, Stat-Ease Inc., 2007.

· Introduction to Medical Device Regulations/Ethics (510K), Anoka Ramsey Community College, 2007.

· Qualified Project Management Certificate Program, University of St. Thomas, 2006.
PROFESSIONAL  EXPERIENCE
GML Inc., Vadnais Heights, MN                                                                                                            2008 - 2009

Quality Engineer

GML is a contract manufacturer specializing in custom converting and fabrication of medical device components and products including diagnostic test strips, personal care devices, and skin contact products.
· Actively participated on cross-functional teams evaluating customer requirements and product feasibility. 
· Drove improvements in process efficiency and defects after applying SPC, Capability, and Gage R&R tools.
· Simplified and updated equipment qualification and product validation (IQ, OQ, PQ) procedures.
· Provided test plans, work instructions, SOPs for planning, operations, and engineering.

· Resolved customer quality issues and complaints to drive improvement and meet compliance (CAPA).
MINNTECH CORPORATION, Plymouth, MN



     
                                   2007  
Project Qualification / Validation Contractor  (contract position)

Minntech is a leading medical device manufacturer of advanced technologies in electronics, solutions, 
and fibers used in hemodialysis, filtration and separation, and medical device reprocessing. 
· Supported engineering groups in the transfer and scale-up of chemical processes.

· Provided manufacturing and quality control documentation by writing specifications, SOP
test procedures, qualification protocols, and method validations within cGMP requirements.
NOVARTIS MEDICAL NUTRITION, St. Louis Park, MN                                                                         2006

Quality Control Supervisor   (contract position)

Novartis Medical Nutrition was part of the Consumer Health Division and provided a full line of liquid and tube feed supplements for use in oncology, digestive health, diabetes, and critical care. 
· Directed the day-to-day analytical analysis of raw materials and finished products using GMP methodologies.
· Modernized production test methods and assured results were consistent with laboratory results.
· Reviewed and approved results, ordered supplies and  equipment, and worked with quality assurance to solve manufacturing problems.
CORTEC CORP., White Bear Lake, MN                                                                                               2004-2005

R&D Scientist / Project Lead (D.O.D. funded project)





 

Cortec is a world leader in the production and sales of corrosion inhibitors. Responsible for leading Cortec’s joint efforts with a DOD funded Small Business Technology Transfer (STTR) project with the Chemical Engineering Department, University of California, Irvine. 
· Co-led the development of a unique biological appliqué system for protecting aluminum alloys from corrosion. Closely interfaced with clinical researchers and chemical engineers at UC, Irvine. Phase I successfully completed; Phase II funding unavailable and project discontinued.
MEDTRONIC, Brooklyn Center, MN                                                                                                  1998 - 2003
Senior Chemist / Lab Supervisor

Responsible for the testing and evaluation of medical device materials and components, investigation and characterization of new and competitive products, and collaboration on research projects with other Medtronic business units.

· Expanded the department’s capabilities by implementing new analytical capabilities and test methods.
· Served as department representative on product development and improvement teams.
· Co-led the development of a quality operations manual, validation and method development protocols, and equipment calibration/maintenance procedures, all within ISO 17025 guidelines. 
· Coordinated the development and implementation of the department’s equipment qualification protocols.

· Led a cross-functional team that recommended a viable system to replace the current out-dated data management and archival system. 
· Provided training and mentorship; routinely gave departmental presentations on a wide variety of subjects including statistical analysis, equipment qualification, and new analytical techniques.
· Active member of the Medtronic Performance Excellence Criteria (MPEC) team, which submitted a National Quality Award application to the Malcolm Baldridge Quality Program. Our team received the second highest level of recognition, Achievement level, by the Minnesota Council for Quality Achievement.

CHINOOK GROUP INC., North Branch, MN                                                                                   1994 - 1998
Development Scientist

Chinook Group was a subsidiary of Chinook Global, a Canadian chemical manufacturer. Responsible for providing analytical and research support to both US and Canadian plants in the production and development of animal feed vitamins and human health food supplements.

· Member of the Chinook Technical Development Team, a cross functional team responsible for developing new products such as amine derivatives which were evaluated for use as health food supplements.
· Worked jointly with production operators and engineering to appraise current quality control test procedures; improved efficiency by implementing test methods such as near-IR that provided results in near real time.
· Member of an ISO Quality Steering Team that successfully completed the ISO9000 certification process in less than one year.
EDUCATION

MS, Analytical Chemistry, Iowa State University, Ames, Iowa.
BS, Chemistry (ACS certified), Iowa State University, Ames, Iowa.
PROFESSIONAL AFFILIATIONS

Member, American Society for Quality                                                                                                                                             Member, MN Council for Quality
Member, Life Sciences Alley
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