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Summary of Qualifications
Results-oriented Quality and Research Professional with 7 years experience in Quality Assurance at a Class II in vitro medical device manufacturer and combined 11 years experience in Research and Development in a university setting and at a start-up biotechnological company. Strong working knowledge of FDA regulations and CLSI guidelines. Detail-oriented and highly motivated professional who enjoys challenges and learning opportunities. Hard-working and reliable. Flexible and able to multitask to work effectively under pressure in fast-paced environment. Strong communication skills. Proficient in Microsoft Word & Excel, Lotus Notes, SAP and QDMS. Experienced in Internal Corporate, ISO and FDA audits. Selected strengths include:
	·    Quality Control
	· Quality Assurance
	· Process Validation

	· Equipment Qualification
	· Laboratory Experiments
	· Investigations


Professional Experience
Accelerate Diagnostics (former Accelr8 Technology Corporation), Denver, CO              2007 - 2013 
A start-up “in-vitro” diagnostics company developing a medical device for rapid microorganism identification and antimicrobial susceptibility testing of various clinical specimens.
Research Associate
Developed and implemented protocols to ensure compliance to FDA regulations and CLSI guidelines regarding organism maintenance, antimicrobial stock solution preparation and storage, and test methodology. Participated in optimization of Single Isolate ID/AST, Gel Electro Filtration (GEF), Bronchoalveolar Lavage (BAL), and Positive Blood Culture assays with respiratory, blood, and urine hospital remnant specimens. Performed experiments required for assay validation, reviewed and evaluated the results. Initiated, designed, established requirements and performed shipping qualification for frozen Source Plates (96-well antibiotic micro-dilution panels). In compliance with GLP and cGMP, developed Assay Test Protocols for the instrument placement for pre-clinical studies. Responsible for training of new associates and team leaders.
· Participated in and contributed to completion of “Proof-of-Concept” studies that resulted in additional company funding. 

Bd Diagnostics, Pasco Laboratories, Wheat Ridge, CO
1999 – 2006
A medical device manufacturer of frozen MIC, MIC/ID panels, all reagents and tubes required for use with the panels.
Senior QA Microbiologist (2004 – 2006)
In addition to the QA Microbiologist responsibilities described below: 
Evaluated real time stability data and developed stability summaries for product performance verification studies. Reviewed data and documentation for equipment validation, qualification and calibration and determined final disposition of the testing and documentation. Responsible for training of new QA personnel. Reviewed deviations/waivers to ensure compliance to QSRs.
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QA Microbiologist (1999 – 2004)
Performed routine, including USP sterility, testing and conformity assessment of raw materials, manufactured components/finished products and responsible for determining the final disposition. Evaluated environmental monitoring and water quality testing results. Performed the final review of all Device History Records, raw material inspection records and equipment maintenance logs. Performed trend analysis of environmental monitoring data and MIC endpoint results. Maintained stability and product performance verification programs. Performed complaint investigations. Supported Six Sigma and LEAN corporate initiatives.
· Followed and revised Standard Operating Procedures in compliance with FDA Quality System Regulations and cGMP to ensure consistent quality and continuous improvement that contributed to no recalls.

· Performed real time stability testing on all finished products: one study resulted in a product expiry extension from 6 months to 8 months and reduced scrap and labor by 10%.

· Coordinated input of 3 departments and 1 outside vendor and conducted the required testing to qualify a new shipping insulation in time to prevent shipping delays.

· As a member of SP Blood Supplement transfer team, participated in PQ activities and reviewed IQ, OQ and PQ documentation. 
· Participated in non-conformity investigations and conducted required testing to determine the root cause. As project lead for one investigation, performed in depth testing on storage containers and linked their bioburden to the organisms isolated from contaminated manufactured substrates.
Dnepropetrovsk State University, Dnepropetrovsk, Ukraine
1992 – 1997
Research Associate
Performed microorganism cultivation on liquid and plated media; operated various lab equipment including autoclave, centrifuge, pH meter, balances, microscope and nephelometer; prepared media for cultivation; managed documentation and records; prepared findings for publication.
· Conducted and evaluated laboratory and field experiments on stimulation effect of culture liquid of Enterobacter cloacea on the growth of winter wheat that increased crop yield up to 18%.
Education and Training
Equivalent to the US Master of Science in Biology, Microbiology
Dnepropetrovsk State University - Dnepropetrovsk, Ukraine (1992)
Regulatory Affairs Certification, December 2011
BDDS Quality Systems Annual Online Training (2004, 2005)
Eduneering™ Online Courses (27) – Certificates (2003 – 2005)
Process Validation On-site Course for BD Associates (2004)
Contamination Control Seminar – Bonfils, Denver, CO (2004)
Certificate of Quality System Regulation Training Course

Rocky Mountain RAS - Denver, CO (2000)
