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SUMMARY

Dedicated Biomedical Quality Specialist with over 8 years of experience in the medical device industry. Proven track record

in ensuring compliance with regulatory standards such as FDA and ISO 13485. Skilled in conducting internal audits, risk

assessments, and quality control processes. Expertise in developing and implementing quality management systems that

enhance product reliability and safety.

WORK EXPERIENCE

Quality Assurance Engineer MedTech Innovations Inc. Jan 2023 - Present

Conducted quality audits and inspections for product development and manufacturing processes.

Collaborated with R&D to implement quality standards during new product introductions.

Developed training programs for staff on quality assurance protocols.

Utilized Six Sigma methodologies to reduce defects by 25% over two years.

Maintained and updated quality documentation in compliance with regulatory requirements.

Led root cause analysis initiatives to resolve quality issues, improving customer satisfaction ratings.

Quality Control Analyst BioLife Solutions Jan 2020 - Dec 2022

Performed routine testing of raw materials and finished products to ensure compliance with quality standards.

Implemented statistical process control techniques to monitor product quality.

Assisted in the development of quality metrics to assess product performance.

Resolved non-conformance reports and implemented corrective actions.

Supported regulatory inspections and audits, ensuring all documentation was accurate and complete.

Worked closely with suppliers to ensure incoming materials met quality specifications.

EDUCATION

Bachelor of Science in Biomedical Engineering, University of California, Los Angeles Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

Technical Skills: FDA Regulations, ISO 13485, Quality Management Systems, Root Cause Analysis, Statistical Process

Control, Six Sigma

Awards/Activities: Reduced product defects by 30% through implementation of a robust quality management system.

Awards/Activities: Recognized as Employee of the Year for outstanding contributions to quality assurance efforts.

Awards/Activities: Successfully led a team to achieve ISO 13485 certification for the company.

Languages: English, Spanish, French


