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PROFESSIONAL SUMMARY

Project engineer with 11 years of experience in FDA/GMP processing and packaging. Responsibilities have included new product design, design transfer, process development, validation, failure analysis, and budgeting. Experience has led to a thorough knowledge of FDA regulated design and manufacturing processes, high-speed packaging, AutoCAD design, and medical device manufacturing methods.
PROFESSIONAL EXPERIENCE 


June 2007 to present

Hollister, Libertyville, IL

New Product Design Engineer, Ostomy
Project manager for new medical device product introductions

· Interact with marketing and Research & Development to drive product design

· Manage project tasks to launch new products into global markets

· Insure design documentation meets internal and external regulations

Attend and participate in conferences with clinicians and customers to develop product improvements

Created poster presentations and “white papers” to support sales and marketing

Managed teams to create and execute DOE’s
· Erosion testing for barrier products

· Design of barrier formulation

· Thermo-formable Film selection

Create validation and verification documentation

Direct work of technicians for creation of product prototypes and testing

May 2004 to March 2007
Gyrus-ACMI Corp., Racine, WI

Lead Manufacturing Engineer, Disposables

Plant engineer responsible for disposable product transitions from design to manufacturing for medical devices

· Kidney stone retrieval system

· Urethral access sheath

Implemented device and line improvements using Lean Manufacturing principals

Investigated complaints (150+ complaints closed), determined root cause, and implemented corrective actions for the following product lines:
· Electro surgical cauterize-and-cut system

· Sterilization device for fallopian tube occulation

· Urethral stents

· Kidney stone retrieval system

Saved product line by solving material issue

· Tissue retrieval system for Laparoscopic operations
Responsible for project management including cost estimating, risk analysis, creating of Gantt charts and managing timelines, creating and executing IQ/OQ/PQ’s, creating Manufacturing Procedures and Quality Control Procedures, managing contractors, and startup and support of equipment

· Printer for urethral stents

· Side drill for urethral stents

· Continuous band sealer for Tyvek/Mylar pouches

· Tyvek/Mylar pouch labeler

Led transition projects for plant closure

· Directed work of two engineers

· Managed moving 4 major product lines to Mexico

· Managed internally transferring product lines to other facilities

July 2000 to March 2004

CIBA VISION INC., Des Plaines, IL

Process Engineer

Lead mechanical engineer for high-speed contact lens process equipment

· Design and validate process and machinery improvements

· Assist with machinery problem identification & solutions to reduce downtime

· Train shift technicians to achieve less scrap, rework, and quality issues

Process improvement engineer for fully automated equipment including:

· Contact lens printers

· Contact lens mold processing equipment

· Thermal and UV curing ovens

· Vision systems for packaging

Process engineering work:

· Increase yield on automated lens processing equipment (98% Yield target)

· Determine root cause of safety incidents and eliminate hazards

· Analyze lens parameters and refine lens properties to reduce product loss

· Determine root cause and eliminate lens defects

March 1996 to July 2000

HILLS PET NUTRITION, Los Angeles, CA

Project Team Leader

Project manager responsible for conception, funding approval, installation, commissioning and training for the following projects:

· Ingredient addition system for mixer

· Bulk product silo and pneumatic transfer equipment

· Liquid addition systems for extrusion machinery

· Vertical form, fill and seal automatic packaging machine

· Implemented HCWS lean manufacturing principles

· Various facilities improvements (cost savings, safety and sanitation)

UVA-Butler vertical form, fill, and seal packaging machine subject matter expert

· Facilitate training of shift technicians on use and maintenance using “Train the Trainer”

· Conduct factory acceptance testing

· Work through startup and production problems

· Coordinate vendor assistance

· Commission machinery (96% efficiency, 4% bag scrap)

Backup shift team leader

· Meet shift production, safety, quality and sanitation goals

· Manage conflicts and deliver performance reviews

· Participate in new employee selection process

COLLEGE CO-OP EXPERIENCE

Spring 1994

MOOG AUTOMOTIVE, St. Louis, MO

Co-op Engineer

Used CAD to design extrusion machinery and conveyor systems

Updated CAD files for dies and punches

Summer 1993, Spring and Summer 1992

ALCO CONTROLS, St. Louis, MO 

Lab Engineer

Designed and built test station for experimental refrigeration valve

Ran quality analysis tests on control valves

Worked with quality control engineers on valve failure problems

Summer and Fall 1991

BROWN SHOE COMPANY, Steelville, MO

Project Engineer 

Designed and built pallet dumping system

Built automatic heel cover machine

Improved machinery performance using Omron PLC programming

EDUCATION


Bachelor of Science, Mechanical Engineering, December 1995


University of Missouri-Rolla

Masters in Business Administration, June 2001 to February 2006


Keller GSM, Schaumburg, IL



Overall GPA: 3.83 (on a 4.0 scale)
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