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Objective:            
A key position of responsibility which encompasses my skills and work background in management and engineering functions since 1992 - managing product costs and technical attributes, this includes use of Six Sigma tools, ISO standards, auditing and training, problem diagnosis and corrective action. 

Qualifications

   Summary:               A proven professional with demonstrated ability to design controls, organize systems and minimize product failures. Sixteen years of leadership experience with strong business ethics, professional integrity, analytical aptitude, problem solving abilities, and customer focused management style. Strengths and successes include: 

	Skills Training
PPAP
Auditing
Calibration
	Test & Inspection 
Control Plans
Material Review Board

ISO 13485 / 9001
	Geometric Tolerancing
Root Cause Analysis 
SPC Implementation

FMEA



                                             

Professional Experience:

Quality Engineer   Heraeus Medical Components 5030 Centerville Rd St. Paul, 11- 2011 to 5- 2012 (contract)

Provide technical support and guidance for product development, sustaining engineering, production and quality system activities to assure conformance to established specifications. Managed product transfers from satellite operations to main manufacturing campus. Work directly with customers in the remedy and resolution of nonconforming product. Oversee the execution of medical coil products including CAPA, training, design and process controls, and auditing. Facilitate the optimization and continuous improvement of operations to meet department, quality and company objectives. Understand product functions, and product use to appropriately and strategically apply technical knowledge, tools and methodologies to drive improvements. 
Systems Manager  Smartrac Technology, Inc. 1546 Lake Dr. W Chanhassen, MN  6- 2010 to 10- 2011
Evaluated, designed, and developed, quality systems, procedures and statistical techniques to meet ISO 9001 requirements. Registered by SGS in December 2010. Performed specific quality related functions such as failure mode effects analysis, capability assessments and sampling methods. Wrote the Quality Manual and established direction for the development and administration of the organization’s quality improvement efforts. Instructed and trained inspectors and supervisors on quality related topics, 8D and root cause analysis. Provide feedback to the organization thru internal audits of company processes on all ISO 9001 elements. Developed agenda and held management review meetings to confirm that the management system was planned to conform to requirements of the audit standard and to achieve the organization’s policy objectives. Support and assist with cost-out projects such as 5S, preventive maintenance and process validation. Review and correct the part drawings consistent with ASME Y14.5 Geometric Dimensioning & Tolerancing standard. Ran FMEA meetings. United States government security clearance. 
Quality Systems Contractor 







1-09 to 5-10

Conducted evaluations of over 100 suppliers for on time delivery, quality performance and costs. Worked for manufacturers such as Kato Engineering in production of large electric generators and other production facilities including, PVC producer. Evaluated continuous improvement compliance for ISO program. 
Quality Manager Bauer Welding & Metal Fab 2159 Mustang Cir. St. Paul, MN 55112 
5-06 to 11-08

Managed all aspects of ISO certified Quality Program with emphasis on ensuring that processes for quality management system were established, implemented and maintained. Responsibility for the complaint handling system. Jointly developed manufacturing cells. Conducted monthly Steering Committee meeting and provided analysis of key company metrics to executive management including PPM, customer defects, cost of quality, on time delivery, customer satisfaction and sales. Provided training to fourteen supervisors, managers and technicians in basic and advanced quality tools including Pareto Principle, nondestructive methods, capability studies, SPC, periodic audits, process flow analysis & failure modes effects analysis. 
John M. Baldridge
Quality Engineer Bergquist Co. 301 Washington, St. Cannon Falls, MN 

8- 04 to 3- 06
Developed and set up cosmetic standards. Administered FMEA program. Maintained records and provided training for engineering department and sales personnel. Performed system audits. Managed corrective action system of nations’ largest thermal rubber products company. Performed corrective action review and implementation with 8D program. Set up Underwriters Lab compliance program. As Project Team Leader for cross-functional problem solving, reduced customer complaints by 12% in less than one year. 

Sr. Quality Engineer Picolight, Inc. 4665 Nautilus Ct. S Boulder, CO 80301 

8-00 to 2-04
Directed mechanical and electrical inspection activities for opto-electronic components including responsibility for inspection plans, records, equipment purchasing and employee resources. Managed regulatory compliance of laser transceiver devices and the coordination of internal testing and outside agency accreditation by UL, TUV and CSA. Wrote reports for CDRH compliance. Saved more than 12k on single project by consolidation of testing. Wrote supplier corrective action requests and followed up on supplier improvements. Monitored and tracked process performance and reliability with statistical tools including process capability studies. Developed SPC charts and trained 58 production employees. 
Quality Manager Inland Paperboard & Packaging, Inc. 5000 Oak St. Denver, CO 80033   5-98 to 7-00 

Managed all quality and environmental responsibilities for international corrugated box manufacturer, with $50 million in regional sales. Introduced and trained operators to quality checklists and variable measurement techniques, including SPC charts. Designed and produced device for measuring score depth in corrugated paper products used in Denver and St. Louis plants. Trained 35 professional Midwest District employees in process capability studies. Reduced quality incident rate by 29% to primary customers Coors Brewery and 40% to Anheuser Busch, Fort Collins during 1999. Received Presidential Award in December 1999 given to < 1% of company employees for extraordinary work performance. 

Quality Manager Astarte Fiber Networks, 2555 55th St. Suite 100 Boulder, CO 80301 
2-’97 to 4-‘98

Established an operator training program to reduce PCA soldering defects that resulted in 24% greater through put with no reduction in product quality levels for startup telecom. Formed Material Review Board. Authored 10 Quality procedures and 7 production procedures. Developed prevention based program to reduce the quantity and cost of supplier defects. 
Validation Engineer Vital Signs 11039 E Lansing Cir Englewood, CO 


8-92 thru 2-97

Wrote protocols, evaluated process control parameters and validated more than 20 manufacturing processes in less than two years, in accordance with QSR 21 CFR 820, and ISO 13485 for safe and effective class II medical devices. Instituted a Quality Training and Certification program for ultrasonic filter welding process, subsequent to process optimization via experimental design, assuring that defect levels were < 30 parts per million. Developed and implemented company statistical process control program for monitoring critical process parameters on one way valve manufacturing process and hyper-elbow production process. Directed first article inspection personnel and co-directed lab testing activities. Created and approved medical device component and assembly drawings. Diagnosed returned product problems, took action to remedy defects, instituted controls per Good Manufacturing Practice requirements. 
   
EDUCATION / Professional Associations
American Society for Quality 

Certified as Quality Engineer, Quality Technician and Inspector
Pennsylvania State University  

Bachelors Degree in Psychology
University of Pittsburgh 

Certificate in Business & Industrial Relations
Coach for 5th Grade Track and Field

