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MICHAEL ANDERSON

SENIOR COMPLIANCE OFFICER

Dedicated Biomedical Compliance Specialist with 10 years of comprehensive
experience in the healthcare industry, focusing on regulatory compliance,
quality assurance, and risk management. My proficiency in interpreting and
applying regulatory guidelines has led to successful product approvals and
audits. | am skilled in collaborating with cross-functional teams to ensure that
all aspects of compliance are met throughout the product lifecycle.

PROFESSIONAL EXPERIENCE

LifeScience Corp.
Senior Compliance Officer

Mar 2018 - Present

¢ Oversaw compliance for clinical trials and post-market surveillance activities.
¢ Developed and implemented compliance training programs for staff.

¢ Conducted audits and inspections, reporting findings to senior management.
¢ Collaborated with legal teams to ensure regulatory adherence.

¢ Reviewed and approved clinical trial protocols and informed consent
documents.

¢ Achieved compliance with ISO 13485 standards across multiple product lines.

Global Health Solutions
Regulatory Affairs Specialist

Dec 2015 - Jan 2018

¢ Prepared regulatory submissions for new drug applications and INDs.

¢ Monitored regulatory developments and communicated updates to teams.

o Worked with R&D to align product specifications with regulatory requirements.
¢ Conducted training on Good Clinical Practice (GCP) for clinical staff.

e Managed compliance documentation for regulatory audits.

¢ Contributed to the successful launch of three new drugs within budget and
timeline.

ACHIEVEMENTS

* Led a project that resulted in a 25% reduction in compliance-related incidents.
* Recognized for excellence in audit performance, achieving zero findings.

* Published a paper on compliance strategies in a peer-reviewed journal.



