Tamara Setzer
	Purpose Statement
	To find a challenging position where I can utilize my pharmaceutical/medical device industry and FDA experience and develop new skills while working towards company goals

	Work experience


	August 2011-Present          LifeCell Corporation               Branchburg, NJ (field based in Denver, CO)                       

Sr. Supplier Quality Auditor

· Performance of ~20 supplier audits per year including audit preparation, performance, report writing, and follow-up with suppliers.  Auditing per 21 CFR 820 and ISO 13485 as well as audits of Clinical Research Organizations

· Analyze and investigate supplier issues and supplier initiated changes, managing supplier related CAPAs

· Provide guidance on regulatory and sterility/microbiology issues for medical device and human tissue processing.

· Update Supplier Quality policies and procedures to align with current industry standards.

· Work cross functionally with other quality groups including compliance and quality control to benchmark quality practices.

July 2010-August 2011          Food and Drug Administration                     Lakewood, CO                       

Consumer Safety Officer

· Performed of regulatory inspections of food and drug firms in the Colorado, Utah, New Mexico, and Wyoming area.

· Enforced applicable laws and regulations, including the 21 CFRs, and worked with regulated industry to obtain voluntary compliance.  

· Worked with FDA compliance branch to determine appropriate regulatory action.

· Adapted to diverse inspectional situations and worked in challenging environments

· Technical report writing and authoring legal documents

· Attended over 10 weeks of training including classes on FDA law and performance of drug establishment inspections.

June 2009-July 2010          GlobeImmune                                                Louisville, CO                       

Quality Assurance Specialist III

· Acted as QA representative for all areas including supplier quality, facilities, equipment, production, quality control, cleaning, and gowning.  Served as the quality member of teams governing these tasks.  

· Responsible for site Validation Program and Media Fill Program. 

· Performed internal and external audits.  

· Provided quality and regulatory guidance for a major process scale up to move to Phase III production.  

· Performed quality review of deviations, change orders, calibration certifications, raw materials, equipment controls, SOPs, environmental monitoring data, and CAPAs.

Dec 2006-June 2009         Sanofi Pasteur                                            Swiftwater, PA                   

Manager, Aseptic Processing (Sterility Assurance)

· Manager of the Aseptic Processing Department with 2 direct reports

· Site SME (Subject Matter Expert) for Aseptic Processing for regulatory inspections.  

· Responsible for management of routine aseptic process validation maintenance program.

· Oversaw 50 media simulations per year, managed organizational database

· Wrote/approved study design matrices, interfaced with manufacturing, performed documentation updates, observed operator behavior, and authored/approved technical summary reports.

· Responsible for procedures for contamination control including personnel and equipment flow, facility cleaning and disinfection, aseptic process simulations, and operator clean room behavior.

· Served as Sterility Assurance (SA) Functional lead on multiple project teams.  Provide technical advice and disseminate information to project teams.

· Internal auditing of personnel and procedures for suitability and compliance to established regulations.

· SA representative for external (supplier/contract manufacturer) GMP audits and a member of the site Supplier Quality Board.

· Lead for interpretation of and aligning department procedures and practices with regulatory requirements.  Included planning, resource forecasting, and presenting progress to upper management.

May 2004-Dec 2006          Sanofi Pasteur                           Swiftwater, PA

Process Validation Professional

· Served as the Process Validation Representative on cross-functional project teams, working in conjunction with other departments to achieve validation goals.

· Process validation design of experiments, protocol writing, execution, deviation resolution, data analysis, and technical report generation. 

· Managed up to 5 contract employees at a time.  Performed interviewing, hiring, work review, time/hours management, pay contracts, and firing.  

· Project Management experience:

· Managed all validation efforts (IQ/OQ/PQ, PV, cleaning, sterilization) for a major site project.  Maintained project schedule, coordinated work of all validation employees, tracked status, resolved problems, and acted as organizational liason to project team.

· Project Manager for an operational project - coordinated all activities such as contracting work to a vendor, schedule maintenance, sampling, protocol development, and change control.

· Lead for all new Aseptic Process Simulation studies and all sterile filter validation studies.

· Data analysis, control charting, work in Documentum.

	Education
	2000-2004         East Stroudsburg University   
East Stroudsburg, PA

B.S. Biotechnology, Minor: Chemistry - GPA 4.0   (Summa Cum Laude)

· General & Applied Microbiology 

· Organic Chemistry I &II

· Biochemistry

· Mechanisms of Disease

· Cell Culture Techniques

· Virology

· Genetics & Molecular Biology

· Immunology 

· 

	Technical Skills
	· FDA investigator experience 

· Validation

· Drugs, Biologics/Human Tissue, and Medical Device

· Experience in Trackwise, SAP, Oracle, and Documentum

· Experience with 21 CFR 210, 211, 820, 1271

· GMP documentation writing, including protocols, reports, and procedures

· Auditing, internal and external

· Project Leadership

· Investigations, Change Controls, CAPAs

· Aseptic Processing

· 

	Professional Training
	· PDA’s Aseptic Processing Training (2 weeks)

· PDA’s Sterile Filtration Training (6 days)

· Food and Drug Administration Investigator Training (1 week classroom, 6 months field)

· Food and Drug Administration Law Training (1 week)
· FDA Basic Drug School (2 weeks)
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