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Address: San Francisco, CA
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EXPERTISE SKILLS

* Regulatory Compliance
+ Quality Risk Management
« CAPA

 Validation Protocols

* Auditing

* Team Development

LANGUAGES

* English
* Spanish

e French

CERTIFICATION

» Master of Science in Quality
Assurance, University of California,
2008

REFERENCES

John Smith
Senior Manager, Tech Corp
john.smith@email.com

Sarah Johnson

Director, Innovation Labs
sarah.j@email.com

Michael Brown
VP Engineering, Solutions Inc
mbrown@email.com

MICHAEL ANDERSON

SENIOR QUALITY ENGINEER

Results-oriented Quality Engineer with over 10 years of experience in the
pharmaceutical industry. Expertise in regulatory compliance, validation
protocols, and quality risk management. Proven ability to lead teams in the
development and implementation of quality assurance frameworks that align
with regulatory guidelines. Skilled in conducting audits and inspections, as well
as training staff on quality standards.

PROFESSIONAL EXPERIENCE

PharmalLife Inc. Mar 2018 - Present

Senior Quality Engineer
¢ Led quality management initiatives that resulted in a 50% reduction in non-
conformance reports.

o Developed and validated manufacturing processes to ensure compliance with
FDA regulations.

¢ Conducted internal and external audits to assess quality systems and
practices.

¢ Trained and mentored junior quality engineers on best practices in quality
assurance.

¢ Implemented CAPA (Corrective and Preventive Action) protocols to address
quality issues.

¢ Collaborated with R&D to ensure quality considerations are integrated into
product development.

MedTech Solutions
Quality Assurance Engineer

Dec 2015 - Jan 2018

e Conducted validation studies for new pharmaceutical products, ensuring
compliance with industry standards.

¢ Monitored production processes to identify quality risks and develop mitigation
strategies.

¢ Maintained quality documentation for regulatory submissions and audits.

¢ Facilitated training sessions on quality management systems for production
staff.

¢ Collaborated with suppliers to ensure the quality of raw materials.

¢ Analyzed quality data to identify trends and recommend improvements.

ACHIEVEMENTS
» Successfully led a project that improved product release times by 30% through
streamlined processes.

» Developed a training program that enhanced staff understanding of quality
standards, leading to a 15% decrease in errors.

» Received recognition for exceptional contributions to quality improvement initiatives.



