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PROFESSIONAL SUMMARY
I have extensive management/supervisor and engineering experience doing Quality, Failure Analysis, Manufacturing, & Process Engineering in Sustaining, Service, and New Product Development. I have worked in high tech, commercial, and medical industries. I would like to continue to lead other engineers to develop quality new medical products using my management, teaching, technical skills. I am self-motivated, highly organized, and experienced in: 
	· Supplier auditing and process qualification
	· Data analysis and reporting

	· DMAIC and DFSS Six sigma  
	· Product, and process analysis

	· PPAP, Validation, and MSA
	· SPC and process control


Technical Summary
New Product Quality & Process Engineering Manager, Cross-Functional and Quality Team Leader,

Trainer/Teacher/mentor, Lead Auditor and trainer (ISO9001, ISO13485, 21 CFR Part 820), 
Data, Product and Process Analyst, Supplier QE, SPC Coordinator, FMEA and Risk Analysis Leader
New Product and Manufacturing Process Development, Inspection/Test Method Development Manufacturing Industries: Medical products (Class 2), Consumer products, data storage systems

Engineering Disciplines: Mechanical, Electrical, Electro-mechanical, Data Analysis & Reporting
Quality Tools: Six Sigma (DFSS/DMAIC), PPAP, Process Validation (IQ, OQ, PQ), SPC, GR&R, MSA, Capability, FAIR, FMEA, Risk Management (ISO 14971), GD&T, Control Plans
Technologies: Scientific Molding, Machining, PCBAs, Flex Circuits, Motors, Cables, Pumps
Computer Skills: MS Windows, Outlook, Word, Excel, Access, PowerPoint, Project, HTML, SAS, Business Objects, SQL, Photoshop, Doc-to-Help, Agile, Minitab, Northwest Analytical, Sequel View
PROFESSIONAL ACHIEVEMENTS
Medtronic/Covidien
New Product Group Leader/NPQA/SQE
2005 – 2017

· Managed Ultrasonics Quality Engineering group (4 Eng, 1 Tech)

· Created manpower planning tables and charts

· Interviewed selected, hired, on-boarded, and developed quality engineers 

· Trained engineers in quality tools, supplier auditing, procedures, and product function

· Lead quality teams on 10 new Class 2 medical device projects under 21CFR Part 820
· Created project plans, and determined manpower and resource requirements,

· Tracked and reported project deliverables and tasks status

· Led and participated in cross-functional teams to improve products and processes

· Created project Quality Strategies, Quality Plans, Reliability Plans, and reports
· Participated in new product AFMEA, DFMEA, and PFMEAs
· Coordinated corrective action between departments, engineers, managers & suppliers
· Created Customer complaints reports onn previous and competitive products
· Assessed and qualified suppliers and supplier processes
· Audited suppliers to ISO 9000, ISO 13485, 21CFR Part 820
· Qualified parts for new products utilizing PPAP (PFMEAs, capability studies, Gage R&R, Control plans, IQ,/OQ/ PQ validation)

· Worked with suppliers to resolve quality problems and issues 
· Assisted suppliers in UDI development

· Created new product quality inspection procedures, fixtures, and equipment 
· Performed Measurement Systems Analysis on inspection systems

· Inspected parts and analyzed test and inspection data 

· Reviewed and approved design specifications for parts/assemblies
· Medtronic certified Risk Specialist to ISO 14971
Advanced Energy (Adecco)
SPC Coordinator                                     
 2004 – 2005
· Managed automated Statistical Process Control system and reporting 

· Created and implemented automated SPC systems using Northwest Analytical and HTML
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Walker Component Group
Quality Manager
2003 – 2004

· Managed QMS, inspection, quality reports, CAPA, customer & supplier issues, and audits
· Created company Quality Management Systems writing Quality Control Manuals and procedures

· Upgraded Quality Management System from ISO9002:1994 to ISO9001:2000
· Supervised inspectors

ADDITIONAL WORK HISTORY
Exabyte Corporation
Service Process Engineering Manager
1996 – 2003

Storage Technology Corp
Failure Analysis Supervisor


                 1977 – 1996

Teledyne WaterPik
Quality Engineer




     1975 -- 1977

PROFESSIONAL EDUCATION/TRAINING

Colorado State University


Bachelor of Science – Mechanical Engineering


System design, Manufacturing, Quality, and Industrial Engineering

Additional Seminars and Classes:

Minitab 
Design for Six Sigma 
Auditing For Improved Performance 
Plastics Essentials & Scientific Molding  
Measurement System Analysis 
Fiber Channel 

DLT Advanced Operations 
Fundamentals & Advanced Supervisory Skills  Microsoft Outlook 
Business Objects 

Microsoft Access Fundamentals 
Intermediate C Programming 

Beginning C Programming 
Product Design for Die Casting
Oracle SQL*Plus 
Excellence Through Quality 

Design Of Experiments
Selecting Fans, Blowers & Air Conditioners 
Project Management Skills
Brushless & Stepper Motor System Design  Environmental Stress Screening 
Cause & Effect - Force Field Analysis 

Design For Manufacturability 
Servo & Stepper Motor Motion Control 
Basic Statistical Process Control 
Adv. Statistical Process Control (Taguchi) 
Magnetic Recording 
Computer Aided Design 
Air Moving Device Selection 
Data Processing 
Statistics 
Time Management 

Employee Reviews and Interviews 
Geometrical Dimensioning & Tolerancing 

Auditing Essentials 
Injection Molding Training 
Systematic Molding I
Project Management 
Green Belt DFSS 
Ultrasonic Welding 
Medical Molding 
Black Belt Training 
Risk-Based Design Verification 
Risk Management Requirements 
Train the Trainer 
Auditor Trainer 
Lead Auditor 
Crucial Conversations 
Product Development Flow 
Negotiation Skills 
Conferences:

ASI Symposium on Taguchi Methods (1990)        Rocky Mountain Quality Conference (1985 - 1992)

Design Engineering and ASME Conference (1977, 1978)

Papers and Presentations 

Tape Cartridge Drive Servo Stability Test (1990) Presented at ASI National Symposium (1990)

Awards:
Taguchi Award (1990)
