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Summary

Bio-Pharmaceutical professional with extensive background in manufacturing and operations support roles, requiring close interaction with quality assurance.  Project management in Deviation/CAPA department, demonstrated document management skills, and leadership of multi-disciplinary task groups.  Key experience/skills:
· Deviation and corrective action (CAPA) management using Trackwise.
· Extensive batch record review experience.
· Complete understanding of current good manufacturing practice (cGMP).
· Effective writing and oral presentation skills.
· Root cause investigation and product impact analysis.
· Expert in document management system (EDMQ) software.
· Experienced in interacting with regulatory agency inspectors.
· Continuous improvement leadership (Lean/Six Sigma).
Professional Experience

AMGEN – Boulder, CO                                                                                                             1995 to August, 2011 
Senior Associate, Manufacturing (2010-2011) 
Performed as production team member in processes such as microbial fermentation, mammalian cell culture, downstream purification, and bulk fill operations.  In addition to manufacturing floor responsibilities, took on the following extra projects in preparation for quality assurance position.  
· Carefully reviewed batch records on the floor, checking for accuracy, ensuring product quality, and assisting with timely lot disposition.
· Participated in regulatory agency inspections, retrieving and delivering requested documentation, and gaining additional insight into regulatory agencies. 
· Partnered with co-workers to identify and implement process improvement opportunities and trained team in usage of Lean problem solving tools.
· Worked with quality staff in managing team generated deviation reports.
Production Support (Deviation /CAPA Writing, Technical Writing) (2006 to 2010)                 (Position came to end due to re-organization)
Writer and project manager responsible for performing deviation root cause investigations, assessing product impact, writing deviation reports, deciding corrective action, and coordinating corrective action with responsible departments. 
· Organized and coordinated multi-disciplinary task groups, including quality assurance, manufacturing, validation, calibration, process development, and quality control.  
· Managed task groups and delegated stakeholders with various technical reports and data research.  
· Achieved plant metrics goals with 100% closure by deadline.  
· Prepared case study reports, summarizing deviation to explain the level of product impact. 
· Conducted interviews with key staff as part of investigative procedure.
· Writing and revising SOP’s, batch records, and validation protocols.  
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Manufacturing Associate I/II/III (1995 to 2006)
Served as shift lead on manufacturing floor, with a track record for quality work demonstrated by reducing personal and team non-conforming events by 75%. 
· Organized daily activities, managing the process on the floor, leading team to recognition for production excellence.
· Demonstrated leadership by substituting for supervisor when necessary.
· Spearheaded project to write original SOP’s for five new bioreactors in start-up cell culture suite. Coordinated team activities and met all department start-up time lines. 
· Ensured compliance with cGMP regulations and received recognition for effective communication with FDA during inspections.
· Became expert in filter integrity testing, using Sartorius and Millipore testers. Achieved complete understanding of filter membranes (hydrophobic and hydrophilic), water intrusion tests, and bubble point tests.  Shared knowledge gained to entire department. 
· Served as safety team chair-person, organizing meetings and planning agenda. Raised awareness of specific safety concerns at the local site. 
SOMATOGEN – Boulder, CO                                                                                                                                 1995 
Bio-Process Technician 
Performed fermentation and purification of recombinant hemoglobin.  Managed inventory of raw materials.
SYNERGEN – Boulder, CO                                                                                                                       1992 to 1994
Bio-Process Operator 
Worked in small scale microbial fermentation laboratory and cGMP regulated scale-up pilot plant. Management of up to five ten-liter microbial fermentations concurrently. Experience in running HPLC equipment and LAL testing.
Education
B.S., Biology                Southwest Baptist University                     Bolivar, Missouri                        1991

