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SUMMARY

An accomplished Automation Validation Engineer with over 10 years of experience in the pharmaceutical sector, specializing
in the validation of automated systems and processes. Adept at ensuring compliance with regulatory standards and
enhancing operational efficiencies through meticulous testing methodologies. Expertise in developing validation protocols,
conducting risk assessments, and providing strategic recommendations for system improvements.

WORK EXPERIENCE

Senior Automation Validation Engineer PharmaTech Solutions Jan 2023 - Present

¢ Led validation efforts for automated manufacturing systems, ensuring compliance with FDA regulations.
¢ Developed comprehensive validation protocols and executed test scripts for automation systems.

e Conducted risk assessments to identify potential failures and implemented corrective actions.

e Collaborated with IT teams to enhance system performance and reliability.

¢ Trained junior engineers on validation processes and best practices.

 Managed validation documentation to ensure traceability and compliance.

Automation Engineer BioGen Inc. Jan 2020 - Dec 2022
* Designed and implemented automated testing frameworks for quality assurance.

e Performed system integration testing and validation of automated systems.

o Utilized statistical analysis tools to interpret validation data and improve processes.

¢ Worked closely with production teams to optimize system configurations.

e Documented validation results and presented findings to stakeholders.

e Participated in audits and inspections to ensure compliance with industry standards.

EDUCATION

Master of Science in Engineering Management, University of Technology Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

¢ Technical Skills: Automation Validation, Regulatory Compliance, Risk Assessment, Quality Assurance, Statistical
Analysis, Team Leadership

* Awards/Activities: Reduced validation cycle time by 30% through process optimization.
* Awards/Activities: Received 'Employee of the Year' award for outstanding contributions to automation projects.

* Awards/Activities: Successfully led a project that resulted in a 20% cost savings for the organization.

¢ Languages: English, Spanish, French



