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Manufacturing Engineer | Quality Engineer | Medical Devices
Accomplished, versatile Engineer with expertise in design, development, qualification and production of high-technology electromechanical systems and FDA-regulated medical devices.

· Applied knowledge of statistical process control (SPC), Lean Manufacturing / Six Sigma, failure modes and effects analysis (FMEA), design for manufacturability (DFM), DOE analysis, root cause failure analysis, geometric dimensioning and tolerancing (GD&T).

· Productive and organized, ensuring on-target project management, meeting all deliverables of multiple initiatives. Analytical and precise, creating and validating new manufacturing and quality processes. Expert research, data analysis, report-writing, and presentation skills.

· Expertise in supplier sourcing, selection, process qualification, and quality management.
· Well-versed in advanced technical procedures, documentation, and compliance with DoD, FDA, and ISO 9001:2000 regulations.  

· Collaborative, engaging communicator who consults with cross-functional teams, customers and suppliers throughout the product development lifecycle to develop winning product offerings.

EXPERIENCE
COVIDIEN, Boulder, CO
4/2008 – 10/2008
Sustaining Engineer - Contractor
Collaborated with Sustaining Engineer Manager and Senior Sustaining Engineer in a comprehensive review of the Device History Files (DHF). 
· Generated device history file ‘gap analysis’ reports of flagship product pulse oximeters, isolating critical FDA missing documentation, and validation & verification action items.
· Led European Union hazardous material ‘RoHS no lead’ compliance project team (marketing, materials, & engineering) for 300+ million revenue pulse oximetry PCBA’s sold to major medical OEM’s; GE, Welch Allyn, Phillips, Space Labs, & Fukuda Denshi.
· Delivered complete, accurate flagship oximeter gap analysis reports before target deadline & kick-started critical oximetry PCBA RoHS outsource conversion to meet key customer commitment. 
GE HEALTHCARE TECHNOLOGIES, Salt Lake City, UT
2007 – 2008

Component Project Engineer - Contractor
Recruited by Electrical Engineering Manager to spearhead a global RoHS conversion for the X-ray mobile fluoroscopy C-arm division.
· Verified and validated C-arm system critical RoHS compliant LCD monitors on schedule, retaining 18 million dollar supplier contract and meeting vital division ship.
· Authored and supervised verification test criteria, based on Design Controls, for first RoHS compliant CPU PCBA’s, transformers, and power supplies.
· Provided on time, compliant, LCD V&V approval for company’s first post FDA consent decree revised product. Executed PCBA RoHS shock/vibe & HAST verification protocol before obsolescence requirement. 
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CORNICE, INC., Longmont, CO 
2004 – 2006
Staff Supplier Quality Engineer

Recruited by former Maxtor colleague, VP of Operations, to manage supplier sourcing, qualification, and performance metrics for a technology startup. 
· Delivered improvements to components and supplier processes through feedback, failure analysis and RTV. 
· Initiated and organized the electrical and mechanical RoHS qualification of first and second generation 1” form factor 1.5-8GB product that met Sony, Samsung, & Phillips RoHS limits.
· Created test procedure and supervised supplier’s metal permeability & electro-less nickel process for improvement of new form factor critical brass drop-shock inertial latch link. 
· Optimized process, design, and component quality, resulting in product going from 87K DPPM to 20K. Secured RoHS certification well before 2006 deadline, ensuring OEM contract.
 
MAXTOR CORPORATION, Longmont, CO 
1997 – 2003
Staff Supplier Quality Engineer

Reported to Director of Head/Media Supplier Engineering, to provide expertise in head suspension and head assembly manufacturing and component quality management for high volume PC disk drive.
· Co-authored Head Stack Assembly (HSA) instability test report which led to 30% drive level failure reduction and reliable linear integration capture system reducing final product waste.
· Performed Head Gimbal Assembly (HGA) and HSA process engineering support for overseas manufacturing facilities in China, Thailand and Japan. 
· Qualified 3rd party HGA and HSA manufacturer in Shenzhen, China, playing integral role reducing cost of HGA/HSA assemblies. Lived on site, in China, for three months.

· Participated on corporate project team that converted a hard copy component qualification documentation system to an online approved supplier list (ASL) process, creating efficiency and cost saving feed back. 

· Instrumental in qualification of key sub-assembly supplier, attaining significant cost savings while boosting quality, recapturing lost market share.  
QUANTUM CORPORATION, Milpitas, CA
  1994 – 1997
Product Support Engineer
Partnered with Test Development Engineering to support high-volume, high-performance 3 1/2" HDD product teams with comparative component and assembly performance analysis.

· Coordinated unique disk ware, drive settings, labeling, and packaging requirements of strategic OEM accounts; DEC, Dell, Olivetti, Acer, Gateway, and Samsung.

· 
Led task force in reducing test screen time by one quarter, saving a major OEM thousands of dollars by expediting product inventory purge.

· 
Worked with product team in Japan, delivering critical data analysis support for a high revenue 3 1/2 inch disc drive, which established a new company record for time to market. 
EDUCATION & PROFESSIONAL DEVELOPMENT
Bachelor of Arts, California State University Fullerton, Fullerton, CA
Strong science emphasis: physics, chemistry, biology.
Course - Disk Drive Magnetics, University of Santa Clara, Santa Clara, CA

Course - Quality Management Systems, GE Healthcare, Salt Lake City, UT
