Michael

ANDERSON

Dedicated Manufacturing Engineering Analyst with a focus on the pharmaceutical
industry and over 7 years of experience in process validation and compliance.
Expert in developing manufacturing protocols that adhere to strict FDA regulations
CONTACT while improving operational efficiency. Highly skilled in risk management and
quality assurance practices, ensuring the delivery of safe and effective products.
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SKILLS

e Led process validation activities for new product launches, ensuring compliance

- Breces VETCE e with FDA regulations.

« Compliance e Developed and executed validation protocols, achieving a 99% success rate in

. audits.
e Quality Assurance

e Collaborated with cross-functional teams to optimize manufacturing processes

e Risk Management
and reduce costs.

« QMS
e Utilized QMS tools to track and report on compliance metrics.

» Continuous Improvement . . R .
e Conducted training for production staff on validation requirements and best

practices.

LANGUAGES e Prepared comprehensive validation reports for regulatory submissions and internal
reviews.
« English
« Spanish MANUFACTURING ENGINEER
Erene BioManufacturing Corp.

2015 - 2020
EDUCATION e Developed manufacturing processes for biologic products, improving yield by 15%.

e Coordinated with R&D to ensure manufacturability of new product designs.

BACHELOR OF SCIENCE IN CHEMICAL e Monitored production performance metrics, implementing corrective actions as
ENGINEERING, UNIVERSITY OF

CALIFORNIA, BERKELEY, 2014

needed.
e Facilitated cross-training programs to enhance team capabilities.
e Engaged in continuous improvement initiatives, resulting in streamlined operations.

ACHIEVEMENTS e Conducted internal audits to ensure compliance with GMP standards.

» Successfully led a project that passed
FDA inspections without any
observations.

» Received the Compliance Excellence
Award for outstanding contributions to
quality assurance.

o Implemented process improvements
that reduced production costs by
20%.



