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QUALIFICATIONS
Extensive Quality Assurance experience in the Medical Device Industry, conducting data review, product testing, internal and supplier audits with quality systems groups.  Certified as ISO 13485:2016 and ISO 9001:2015 Internal Auditor, responsible for conducting investigations, interviews, report writing, and presentation of findings. Ten years in Analytical Chemistry with laboratory experience in GLP/GMP testing for pharmaceutical analysis.
	Quality Auditing
Certified ISO 13485 Auditor for Quality Systems for Medical Device Manufacturers 

	FDA Regulations
21 CFR part 820 (Medical Device Quality System Regulations), part 210 and 211 (cGMP compliance), part 58 (GLP), and FDA elements of Process Validation
	Design Assurance PDP
Process development, project compliance issues: test plans, procedures, validations, design verification, data review, report writing.


PROFESSIONAL EXPERIENCE
Antares Pharma Inc.



Quality Assurance Technician          
Aug 2015 – Aug 2017

· Responsible for all calibration-related activities, including scheduling, approval of calibration reports/ certificates, and revision of calibration procedures and database.
· Performed final product build and functional inspection testing for pharmaceutical and medical device products/components, approved documentation against specification requirements for product release
· Conducted annual internal audit investigation and reports
· Coordinated Device complaint-handling activities and wrote investigation results reports

· Authored laboratory safety SOP (standard operating procedure)
American Medical Systems


QA/QC Technician IV


  Oct 2014 – Jan 2015

· Created and maintain monthly calibration schedule for over 500 pieces of equipment
· Reviewed for approval all calibration reports/certificates, generated and approved reports for equipment that is found Out of Tolerance 
· Maintained all calibration data, equipment ownership, and costs in appropriate spreadsheets  

· Prepared equipment in support of calibration technician with internal calibrations.

St. Jude Medical, Plymouth, MN

Senior QA Technician

     Aug 2013-Jul 2014
· Performed in-process inspection of production operations, including documenting inspection and audit results.
· Executed final product inspection testing and approved documentation against specification and procedural requirements
· Documented nonconformances through to the resolution of nonconformance
· Performed Gage R&R studies to qualify production equipment
· Clean room (Class 100) Experience
Beckman Coulter, Chaska, MN        

QA Scientist (Contract)

     Dec 2012-Jul 2013
Design Input Document Remediation Project for Clinical Diagnostic Immunoassay
· Performed Gap Analysis through thorough review and documentation of 60 different specification requirements for 60 diagnostic immunoassay tests by researching existing design input documents, product instructions for use (Product Inserts), FDA submissions, and design change documents to identify to missing requirements
· Reviewed existing DHF (design history file) data and traceability documents to confirm and clarify the requirements in order to draft new requirements
· Wrote final new design input documents to support diagnostic development projects
Phillips and Temro Industries, Eden Prairie, MN, 
IMDS/QA Coordinator



    2012
· Created PPAP (Production Part Approval Process) and SPA (Supplier Part Approval) documentation for submission to automotive industry customers and suppliers
· Produced full reports of the complete chemical composition and substances for manufactured automotive (OEM) parts/products to create and enter reports into IMDS (International Materials Database System) 
· Gained knowledge of legal requirements and as directed by EU Directive on End-of life for vehicles, European Regulation on Chemicals (REACH) , and RoHS (restriction of hazardous substances directive)
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PROFESSIONAL EXPERIENCE (Continued)
Boston Scientific, Interventional Cardiology, Maple Grove, MN    

 
May 2004 - April 2011
R&D Analytical Laboratory Quality Assurance Technician III





· Provided pharmaceutical and medical device quality assurance functional support to the R&D Analytical and Design Assurance laboratories to ensure technical excellence for product/technology development as well as compliance to domestic/ international regulatory standards and GMP requirements for combinational products and medical devices.
· Performed thorough quality review and release of analytical data according to specifications or protocols (including pre-clinical and clinical data), contributing to the development, improvement, and simplification of quality systems related to Design Assurance, and R&D Analytical laboratories 
· Conducted internal audit investigations and report writing

Design Assurance Technician III                                                                                       

· Provided quality support for process development/process validation activities, project compliance issues: test plans, procedures, validations, design verification, data review, design transfer, protocol and report writing for Regulatory Submission activities
· Coordinated analytical and microbiological testing elements of process validation, Authored and approved regulatory submission-related quality documentation for cleaning validations, complaint reporting, instrument and facility/utility qualifications, materials compatibility, method compliance, process validations, and stability projects
Patient Assistance Program Call Center Representative




        2003- 2004                                                                  
3M Drug Information Systems, St. Paul, MN
· Provided 3M Pharmaceutical prescription assistance to help patients obtain free or nearly free medicines.

· Collected information from doctors, nurses, social workers, or ministry to verify patient financial needs for qualification of pharmaceutical assistance per guidelines.
· Complete process requests for delivery of pharmaceutical products for patients. conversed
3M Drug Delivery Systems, St. Paul, MN 
Senior Analytical Laboratory Technician   
        2001- 2003                                                                  
· Performed analytical chemistry development testing of pharmaceutical products, feasibility studies, initial clearance of pharmaceutical materials and clinical stability programs for drug content, purity, residual solvents, and drug-release rate for projects in the Transdermal Drug Delivery (TDD) and Early Pharmaceutics and Technology (EP&T) departments. 
· Developed kinetic release rate (dissolution) experiments to predict solubility of active drug substance in adhesive formulations.

· Revised dissolution testing to increase capabilities by 300%
· Authored and executed IQ/OQ/PQ protocols and reports for semi-automated Apparatus 7 dissolution equipment.
PROFESSIONAL CERTIFICATIONS 
Certified 13495 Quality Auditor           
EDUCATION
Environmental Chemical Technology Diploma, Hennepin Technical College
CONTINUING EDUCATION
ISO 9001:2015 (Inclusive of ISO 13485:2016) QMS Internal Auditor Training: Oriel Stat A Matrix, 
Quality Systems Requirements (QSR) certification: AAMI, ISO 14971:2007 (Risk assessment):  BSI Learning
ISO 13485:2003 Lead Auditor Training: River Systems, 

Beginning Gas Chromatography, Intro to Liquid Chromatography; Minnesota Chromatography Forum 
 
RELATED SOFTWARE EXPERIENCE
Microsoft Outlook, Excel/Word, PowerPoint, Access, Minitab, Master Control, Documentum, Windchill PDM 
COMMUNITY/PROFESSIONAL AFFILIATIONS
American Society for Quality (ASQ): Minnesota ASQ; 2015 Chair- Member Development, 2014 Chair- Education Committee, 2011- 2013 Chair- Programs, 2008-2010 Member Program Committee 
