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SKILLS

EDUCATION

MASTER OF BUSINESS ADMINISTRATION,

REGULATORY AFFAIRS, UNIVERSITY OF

MICHIGAN

LANGUAGE

ACHIEVEMENTS

Regulatory strategy•

Compliance management•

Training development•

Market analysis•

Stakeholder engagement•

Process improvement•

English•

Spanish•

German•

Successfully reduced submission
timelines by 20% through process

optimization.

•

Received the 'Leadership in Regulatory
Affairs' award in 2023 for exceptional

performance.

•

Implemented a new training program that
improved compliance knowledge

organization-wide.

•

Michael Anderson
REGULATORY  AFFA I RS  D I RECTOR

Strategic Pharmaceutical Regulatory Affairs Specialist with a history of

driving regulatory compliance and facilitating product approvals in a fast-

paced environment. Extensive experience in managing regulatory

submissions and ensuring alignment with corporate and regulatory

standards. Expertise in developing regulatory strategies that enhance

product development timelines while ensuring compliance with international

regulations. Proven ability to collaborate with cross-functional teams to

achieve successful outcomes in complex regulatory landscapes.

EXPERIENCE

REGULATORY AFFAIRS DIRECTOR

Elite Pharma Corp

2016 - Present

Directed regulatory strategy and oversight for multiple product lines globally.

Managed the regulatory submissions process, ensuring timely approvals.

Developed training programs to enhance regulatory knowledge across

departments.

Engaged with regulatory authorities to negotiate submission requirements.

Conducted market analysis to inform regulatory strategies.

Monitored compliance metrics and implemented corrective actions as

needed.

REGULATORY AFFAIRS OFFICER

HealthFirst Pharmaceuticals

2014 - 2016

Supported the regulatory submission process for clinical trials and product

launches.

Reviewed regulatory documents for compliance with applicable regulations.

Maintained regulatory records and tracking systems for submissions.

Assisted in the preparation of responses to regulatory inquiries.

Collaborated with product development teams to ensure regulatory

alignment.

Participated in risk assessments and compliance audits.


