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· TECHNICAL SKILLS: MS Office; Word, Excel, Access, Power Points & Outlook  

· SPC ENVIRONMENT; Minitab, MEDSTAT, DataMyte and MITUTOYO MeasurLink  RealTime Plus
· MSA Gage Calibration Systems: GAGETRAK & GAGEPAK.   

· CERTIFIED TRAINING: APQP; PPAP; PFMEA; GD&T; ISO 9001:2008; ISO 13485:2003; Internal Audit

· CERTIFICATIONS:  ASQ Certification;  CQE-  Certified Quality Engineer 

HANDS-ON EXPERIENCE & TRAINING: QMS - ISO 9001:2008, ISO 13485 & regulations related to medical devices (FDA/ISO), 21 CFR Part 820(QSR); ISO 14971. TS16949; AS9100; MRB process; CAPA; 8D Corrective/preventive actions; 5Why's, Process mapping & product realization; Six Sigma tools (DMAIC), SPC, Lean manufacturing.
IQ/OQ/ PQ VALIDATION PROTOCOLS: Validation activities in medical device environment includes: Test Method Validation; Master Validation Plans, Test plans and (V&V ) Protocols.  

EDUCATION: 
A.S. MAJOR: CIS; MINOR: Math & General Science. 

B.S.ME/MEE in progress

J O B     -   H I S T O R Y
Medical Murray corp.
Lake Zurich, IL

One year - contract position.
Medical Murray specializes in designing, developing and contract manufacturing of unique complex catheter systems, permanent implants, and bioabsorbable components for less invasive vascular, urologic, and surgical applications. The company is certified to ISO 13485:2003 for both design and manufacturing.

· Work on new projects in product development (R&D), participate in design reviews, and interact with customers and provide input to development of user needs and product requirements. 
· Participate in project quality planning activities to address design verification/validation for new products or whenever significant changes are made to existing products and/or processes.

· Assist in development of testing protocols and testing plans of design validation and verification (V&V) 

· Executes validation and verification protocols to the test plans to ensure devices conform to user needs and requirements, collect data and prepare technical reports needed for regulatory submissions as well as internal and external customers.
· Executes lot/batch release functional- testing in production, collect data and generate final testing reports  
· Provide leadership and guidance on validation of special processes and equipment (Passivation, Welding etc)
· Review; update; develop; and implement standard operating procedures and work instructions. Support company QMS and help maintain organization compliance to ISO 13485.
· Other responsibilities

· Participate in design transfer of new products to production.
· Conduct line clearance in production - Artventive EOS products.
· The lead Auditor for internal audit. 
· Facilitate process FMEA and develop product and process specifications.

· Scrap trend analysis; Track scrap in production and recommend changes to process/operating procedures. 
· Perform root cause analysis on returned products and provide input into the CAPA system
· Project : Artventive Edoluminal Occlusion System (EOS)

Inland Midwest IML Corp. (Medical Industry – Medical Device & Instruments)
Ch, IL
Title: Senior Quality Engineer; July 2010-March 2014 
IML corp. provides manufacturing solutions and services to the medical industry. The company thru its industry-wide recognized and validated special processes coupled with advanced CNC machining capabilities has been 
supplying the industry with precision machined instruments, Class II & III surgical tools, and complex implants.   Customers database include Medtronic, Zimmer, Wright Medical, Orthofix, and ABB. 
Position Key Highlights;
· Facilitate the implementation, maintenance and improvement of the quality management system (QMS). Collect and gather relevant data, maintain quality metrics, & generate statistical reports to monitor the performance of the system.

· Generate quality documents; Review, update, and implementation of quality procedures and work instructions in support of quality functions and the continual improvement of the QMS.
· Responsible for the coordination, documentation and execution of customer contractual quality requirements

· Provide technical guidance in areas of SPC; Process design, controls, and validation of special processes.   

· Coordinate Internal Audit activities and facilitate customer/third party as well as ISO surveillance audits
· Application of statistical tools (SPC); perform process validation and MSA Gage R&R capability studies; 
· Generate and implement quality assurance documents (Control plans, Process FMEAs, Capability Analysis to support processes design and control; and process qualification (POQ)
· Participate in AQP/RFQ process to review quotes, prints, and product quality requirements for compliance with DFM, company standards and capabilities, customer & regulatory requirements. Coordinate and review of customer new product launches. Ensure completion of the functional actions items and submission of customer deliverables.
· Coordinate validation activities of equipments and special processes. 
· Develop validation master plans and Operational & Performance Qualification test plans
· Execute (IQOQPQ) test protocols, review, and approve final reports.

· Participate in MRB activities; CAPA process; Root cause investigation, analysis, and problem solving; identification, resolution, and elimination of root causes of quality related issues; implement corrective action and follow-ups.

· Support Supplier development and Management functions;  work closely with vendors to improve upon their quality performance and ensure conformance to all relevant requirements;
· Project Manager/Accomplishments: Validation of Cleaning Process & Equipment - Medical device.

General Manufacturing Corp. (Automotive, Defense, and Aerospace Industries) Bensenville, IL
Title: Quality Control Manager & ISO Administrator. (2005 – 10/2009) Greg Reuhz  847-364-7500. 
General Manufacturing is a tier 2 supplier of automotive parts as well as an array of heavy diesel-engines core parts and pistons. We service the Automotive, Oil explorations, and Aerospace industries by providing precision CNC machining, light assembly, and variety of innovative manufacturing solutions based on industries needs and specific requirements of each customer. In 2005 the company achieved ISO 9001:2000 registration.
The customers’ base included leading names such as Borg Warner, Caterpillar, Halliburton, Dresser-Rand, Ingersoll Rand, Cooper, EMD, Endyn, Borg Warner, and many others.
· Responsible for managing the day to day operations of the quality department in the plant. 

· Implement online (QMIS) Quality Management Information System for efficiency & cost-effectiveness 
· Implement an online 8D and ISO-compliant MSA Gage calibration systems.

· Mgmt rep to ISO - Maintain the ISO 9001 system; Ensure companywide compliance and oversee system activities including audits; updates; and implementation.  

· Develop, implement, and maintain QMS system procedures. 
· Audit, review, and update new and existing quality procedures.

· Coordinate quality objectives and activities to resolve quality issues in production.

· Maintain 8D corrective/preventative action system; keep track of customer complaints, returns, and containment; Root-cause analysis to eliminate and prevent defects; implement corrective actions, and follow-ups. 
· Work with customers to assist in product realization process and address quality concerns. 

· Design, implement, and maintain metrics to measure quality performance.
· APQP Process; PPAP; PFMEA and Control Plans; development, documentation, and submission of PPAP’s.

· Member of MRB and 5s teams for continuous improvement and Process Optimization. 

· Application of statistical tools (SPC) to perform capability studies and improve production.

· Develop and Maintain Suppliers performance management & database system
· Qualify vendors and Suppliers. 
· Monitor and review Suppliers performance and resolve quality issues. 

· Track suppliers’ compliance to applicable standards, requirements, and specifications.
· Project Manager: Borg Warner/Caterpillar account.

Rexnord Corp (Aerospace) 634 N Glenn RD Wheeling, IL 
Title: Quality Engineer 4/03-5/05 John Garcia 

Rexnord manufactures parts strictly for the aerospace industry. In my role as a quality engineer, I participated in the development and implementation of quality plans, strategies, and objectives in compliance with FAA, ISO 9000, and AS 9100 requirements. Participate in the development, preparation, and submission of (FAIR) PPAPs. Conduct internal audits. Coordinate with customers and suppliers to facilitate third-party audits. Document, maintain and update quality documents. 
Key highlights.

· Liaison between engineering department and manufacturing to ensure specifications and quality requirements are matched with process capabilities in the plants.

· Utilize APQP, PPAP and customer requirements to ensure a smooth and timely launch of new and changed products.

· Generate supplier quality objectives for reporting supplier quality and on-time delivery performance and maintain key performance indicators (KPIs) for vendors and suppliers.

· Coordinate the resolution of supplier technical and quality performance issues, and on-time delivery 

· Deploys 8D corrective and preventative action plans to address process, product, or component alerts from industrial operations and field support organization. Participate in the MRB process to investigate root-cause, and disposition of nonconforming material and parts
· Root cause analysis for production, line fit, and field failures related to purchased material and assemblies.

Hydro Components Corp. 2959 N Hart DR Franklin Park, IL.  Tim Payne or Carina Lopez 
Title: Quality Engineer 6/2000- 12/2002 
Hydro-Components R&D manufactures precision bearing, sealing devices, and sealing systems for heavy machinery and equipments. Some of our customers were Caterpillar and Cummins. I was in charge of managing the Quality System. Implement, maintain, and update operating procedures and work instructions. I also established and maintained ISO-compliant Gage calibration system (GAGETRAK), including writing and implementing calibration procedures & instructions. Maintain, calibrate and certify all internal gages and specialty tools. Document and update calibration records and certifications. Process returned goods & perform root cause analysis on all related defects. Assist in PPAP preparation and submission process. 
TW Metals Corp (Aerospace, Automotive, Mining-Oil Industry, and Medical Equipments) 
235 Tube Way, Carol Stream, IL Nick 630-690-0110 
Title: Quality Engineer./ Project Manager; Flexonics 1994 –2000
Special projects: (IQOQ)
Perform inspection and testing of raw material and finished products. Document, update, and maintain daily QC reports and test results. Inspection included visual, dimensional and finished goods performance. Utilizing precision measuring devices to ensure material conformance with dimensional tolerance, mills’ test reports, specs, and meet A.S.T.M standards. Nonconformance Procedures are followed when and if needed; NCMR reports are generated and documented. Perform 1st Article inspection and documentation relevant to the PPAP submission process. 
Measuring Tools and Gages utilized throughout: Micro-Vu, Tool Scope, Smart-Scope, Optical comparator, Micrometers, Sunnen Gage, Calipers, Go/NoGo Thread, Plug & Ring Gages, Bore gages, A.S.T.M Directory. Rockwell Hardness Tester, Sony gage, Federal Gage indicator. lapping Comparator. Analog & Digital test equipments. Brown & Sharp CMM. Fork Lift and Electric Side Lift Certified. 
