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PROFESSIONAL PROFILE

I have been active in pharmaceutical manufacturing and quality control for the past 13 years and have been working in microbiological related fields for the past 17 years.
Experience includes: microbiological testing, validation, quality control for pharmaceutical manufacturing, microbiological consulting, environmental monitoring program development, method development/validation, and technical writing.

PROFESSIONAL EXPERIENCE
	Pharmaceutical Facilities:

Tolmar - Consultant I
· Project management, creating schedules & timelines, managing deliverables.
· Performance of cleaning validation activities for aseptic manufacturing equipment for sterile products.
· Lead on Performance Qualification (PQ) of Purified Water, WFI, Clean Steam; coordinating two teams of two for sample collection, handling, and submission.
· PQ of Purified Water, WFI, Clean Steam; including aseptic sampling of all water systems for TOC, Conductivity, Bioburden, Endotoxin.
· Utilities Validation activities, P&IDs.
· Microbiological method development/drafting and execution/validation for test methods for cleaning verification of aseptic manufacturing equipment for sterile products.
· Performance of testing/sampling in Aseptic Manufacturing facility.

Cedarburg Hauser Pharmaceuticals Inc. - Microbiologist
· Supervise Microbiology Laboratory; order all materials/supplies, oversee calibration and maintenance of laboratory equipment/instruments, perform calibration, and maintenance on select instruments, in charge of receiving/logging in samples for testing, and analyze all data created by the Microbiology Lab.
· Manage microbiologically specific projects and perform internal consulting.
· Create new SOPs/develop new methods, revise current Microbiological documentation.
· USP <61> <62> testing on APIs, excipients, nutraceuticals.
· Perform method development and validation (R&D projects, new products) including performing suitability testing to determine antimicrobial properties.
· Supervise work of coworkers performing microbiological testing.
· Write reports to clients, as well as weekly internal reports.
· Work independently managing/maintaining daily function of Microbiology Laboratory but part of bigger QC/Analytical group.
Biopharmaceutical Facilities:

Agilent Technologies - QC Microbiologist
· Work as Quality Control Microbiologist in a highly-regulated environment.
· USP <61> <62> testing on oligonucleotide APIs.
· Weekly testing and “Release for Use” of water system.
· Process water aseptic sample collection, analysis, data input and analysis and biannual trending report.
· Perform aseptic testing such as membrane filtration bioburden testing and spread and streak plating.
· Cleaning Verification sample analysis: Bioburden, Endotoxin, residual product and equipment release.
· Growth enumeration and analysis.
· Environmental Monitoring (EM), UV Spectrophotometry, endotoxin analysis, compressed gas testing for bio and particulates.
· Monitor packaging of nucleic acid APIs and personnel in ISO 5 clean room.
· Work interdepartmentally to accomplish company goals and foster meaningful working relationships.
· Write/Develop, review, complete GMP documentation (investigation, inquiry, deviation, CAPA, sops, methods, reports).
· Utilize computer software to input, analyze, trend data.

Government:

Colorado Department of Agriculture - Laboratory Technician (Rocky Mountain Regional Animal Health Lab)
· Perform diagnostic/screening tests on Colorado farm animals in conjunction with large animal veterinarians including but not limited to ELISA, Brucellosis screening (antibody coagulation), Trichomoniasis screening (microscopy), coliform screening with Petrifilm, and use of chromogenic agar and antibody coated magnetic beads for isolation and ID of E.coli 0157H7

Medical:

National Jewish Medical and Research Center - Clinical Technologist / Mycobacteriology Lab
· Work in Tuberculosis Laboratory as Mycobacteriologist
· Processed samples including sputum, tissue, blood
· Performed microscopy on processed samples/fluorescent stain, AFB stain 
· Plated processed samples
· Performed Minimum Inhibitory Concentration (12 drug 3 concentrations panel) using BACTEC: set up, ran, reported testing (~ 60 specimens/wk.)
· Work performed under College of American Pathologists (CAP), Health Insurance Portability and Accountability Act of 1996 (HIPAA) and JACHO guidelines

EDUCATION

Bachelors of Science Microbiology College of Veterinary Medicine and Biomedical Sciences
Colorado State University; Fort Collins, Colorado

MEd / Adult Education & Training Courses College of Education
Colorado State University; Fort Collins, Colorado
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