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Executive Summary
	
· Over 5 years of Quality Systems experience in top tier Medical Device Organizations. Significant experience working in ISO and FDA regulated industries, including a vast working knowledge of the following standards and regulations: GS1 GTIN, GLN and GDSN labeling standards. FDA 21 CFR 820, 808, 812; ISO 13485, 9001, 14001, 14971, OSHA regulations, CMDR, cGMP, QSR quality standards and similar regulatory quality requirements.

· Specializes in root cause analysis and documentation, providing solutions to achieve measureable results that are in compliance with the regulations and help improve internal performance within the medical device organization.

· Advanced knowledge of Bartender labeling software, SharePoint, SAP, and Microsoft Office, including Word, PowerPoint, Excel and Access.

Experience

Global Healthcare Exchange (GHX) (Field Based in Chicago)          		                             Sept. 2012 - Present
Global provider of B2B exchange, technology and professional services to the healthcare industry. 

Consultant, Business Solutions

· Documents and analyzes data and business processes, identifying challenges and options.
· Supports presentations of status, findings and deliverables to client resources.
· Facilitates collection of qualitative and quantitative data to assess current processes, benchmark against best practice metrics, and quantify improve
· Maintains up to date knowledge of GS1 standards and FDA UDI requirements 
· Supports client discussions and meetings to present analysis and facilitate decision making.
· Documents and reviews documentation, work plans, and other deliverables.
· Supports client engagements; monitors client satisfaction, prepares status reports and deliverables, supports GHX resources.
· Participates in knowledge development and sharing.

Teleflex Medical OEM (acquired by Tecomet) Kenosha, WI	          		                         Sept. 2011- Sept. 2012
Teleflex Medical OEM transforms ideas into market-ready products for medical equipment manufacturers. Under the highly-recognizable brand names of Beere Medical®, KMedic®, Specialized Medical Devices™, Deknatel®, and TFX OEM®, and provides specialized product development services, which include design engineering, prototyping and testing, manufacturing, assembly, and packaging. 

Quality Engineer (Supplier Quality, Quality Control Plans, Labeling, and Regulatory Affairs)

· Directed and lead all control plan development and implementation.  Had direct oversight over Control Plan Coordinator. 
· Developed and maintained all label and packaging requirements along with the creation and implementation of Instructions for Use (IFU).
· Managed Material Review Board (MRB) team and CAPA investigative team (5 individuals); delegated items for investigation and review.  Approved action items and final disposition of nonconforming materials.
· Provided direct input into Cleaning Passivation validations.
· Coordinated with suppliers and identified areas for supplier quality improvements.
· Lead the monitoring and improvement of scrap and rework; in six months reduced the scrap and rework percentage by 10%.
· Participated in design review for the purpose of labeling and packaging criteria.
· Supported the preparation of submissions to gain global approval for clinical research, export and commercial distribution such as NDA, technical file and certificates to foreign governments.
 


Sysmex America, Inc. Mundelein, IL	       Feb. 2007 - Sept. 2011
Sysmex America distributes and supports automated in vitro diagnostic hematology, coagulation and urinalysis analyzers, reagents, and information systems for laboratories and healthcare facilities throughout the Western Hemisphere

Quality Assurance Analyst/Validation Engineer	

· Managed validation steering committee meetings; evaluated and updated the master validation plan as needed and validation procedures; created and executed all validations (IQ, OQ, PQ and Cleaning Validations; including HMI, PLC, CIP and SIP validations) for Sysmex Reagents America, on time and in-line with project schedules.
· Designed test plans and cases to comprehensively and efficiently test conformance to business and technical specifications and quality standards.
· Executed Cleaning Validation Master Plans, cleaning validation protocols and related reports.
· Managed the activities of Quality Assurance Interns. Motivated, trained and mentored these individuals.
· Performed internal audits and supplier audits as required supporting the Quality Management System.
· Developed and performed training programs related to Quality Systems, internal procedures, and external regulations and standards.
· Proactively compiled and analyzed quality data to identify trends and determine root cause of customer complaints.
· Managed and maintained the Company's quality inspection and product release programs for incoming and in-process materials and components, processes and finished goods.
· Created and monitored Non-Conforming Material Reports (NCMR's), Deviations, and Corrective and Preventative Actions (CAPA's).
· Created, updated, and monitored all CAPA actions to ensure timely closure.  Created CAPA form for entering all applicable data.
· Certified internal Quality Lead Auditor, responsible for timely and complete quality audits, for internal and external customers.

Document Control Administrator (2007 - 2010)	

· Maintained and managed Document Control including paper/electronic files, databases, and authorized signature list including supervision of Document Control Assistant.  
· Assisted Quality Assurance management with identifying and revising quality system documents to comply with ISO 13485 standards which lead to certification.
· Identified and evaluated potential electronic document control systems for suitability for procedures, records and approval process.
· Completed internal audit training and was certified as a Lead Auditor completing multiple quality system audits.
· Created standard Quality Assurance complaint handling SAP reports to provide complaint status trending.  Wrote work instructions for creating reports, specific SAP queries and general work instructions.  
· Wrote articles for the Innovation Team newsletter as well as ensured that the newsletter was sent out by the last day of each month.  Managed the Innovation Team launch of the Request for Proposal event which provided implemented procedures and process improvements.


Education

Enrolled in MBA Program at Grantham University

University of Wisconsin - Parkside
Bachelor of Arts in English 
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