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SUMMARY

Distinguished Biotechnology Quality Control Analyst with over seven years of extensive experience in the
biopharmaceutical industry, specializing in the implementation of rigorous quality assurance protocols and compliance with
regulatory standards. Expertise in conducting comprehensive analytical tests and validations to ensure product integrity and
safety, leveraging a strong foundation in molecular biology and biochemistry.

WORK EXPERIENCE

Senior Quality Control Analyst BioPharma Solutions Jan 2023 - Present

« Executed quality control tests on biological products ensuring compliance with FDA regulations.

e Developed and validated analytical methods for product release and stability studies.

e Collaborated with R&D teams to ensure seamless transition of products from development to production.
e Trained junior analysts on quality assurance methodologies and best practices.

¢ Implemented CAPA processes to address deviations and non-conformances.

* Maintained laboratory documentation in accordance with GLP and GMP standards.

Quality Control Analyst Genomic Health Jan 2020 - Dec 2022

* Performed routine testing of raw materials and finished products to ensure quality standards.
e Participated in internal audits and inspections to uphold compliance with quality regulations.
¢ Assisted in the development of SOPs for laboratory procedures and equipment maintenance.
¢ Analyzed data trends to support product improvement initiatives and reduce error rates.

¢ Coordinated with supply chain to manage quality issues related to vendor materials.

e Utilized statistical software for data analysis and reporting of quality metrics.

EDUCATION

Master of Science in Biotechnology, University of California, Berkeley, 2013 Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

* Technical Skills: Quality Assurance, Regulatory Compliance, Analytical Testing, Method Development, CAPA, GLP/GMP

o Awards/Activities: Reduced testing turnaround time by 30% through process optimization initiatives.
e Awards/Activities: Played a key role in achieving successful FDA inspection with zero observations.

* Awards/Activities: Received the 'Excellence in Quality' award for outstanding performance in quality control operations.

¢ Languages: English, Spanish, French



