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SUMMARY

Dedicated Clinical Research Compliance Specialist with over 8 years of experience in ensuring adherence to regulatory
requirements and standards within the healthcare sector. Proven track record in developing and implementing compliance
strategies that streamline processes and enhance operational efficiency. Skilled in conducting audits, training staff, and
fostering a culture of compliance within clinical research teams.

WORK EXPERIENCE

Clinical Research Compliance Officer Health Innovators Inc. Jan 2023 - Present

« Conducted comprehensive audits of clinical research projects to ensure compliance with FDA regulations and ICH
guidelines.
o Developed training materials and delivered workshops to educate staff on compliance best practices.

o Collaborated with cross-functional teams to update Standard Operating Procedures (SOPs) in line with regulatory
changes.

* Monitored ongoing clinical trials for adherence to protocols, resulting in a 20% reduction in compliance violations.
« Assisted in the preparation of regulatory submissions, enhancing the approval rate of clinical studies.

o Utilized data analysis tools to track compliance metrics and identify areas for improvement.

Regulatory Affairs Associate Pharma Solutions Corp. Jan 2020 - Dec 2022
e Supported regulatory submissions for new drug applications, ensuring all documentation met required standards.

e Reviewed clinical trial protocols and informed consent documents for compliance with ethical guidelines.

e Assisted in the development of compliance monitoring tools that improved tracking of regulatory changes.

e Participated in internal audits, identifying potential compliance risks and recommending corrective actions.

« Coordinated with external regulatory bodies during inspections, facilitating a successful compliance review.

e Maintained up-to-date knowledge of industry regulations and trends through continuous education and training.

EDUCATION

Master's in Public Health, University of Health Sciences Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

¢ Technical Skills: Regulatory compliance, Clinical trial management, Risk assessment, Audit coordination, Training and
development, Data analysis

« Awards/Activities: Successfully led a compliance initiative that resulted in a 30% decrease in audit findings over two
years.
« Awards/Activities: Recognized as 'Employee of the Year' for exceptional contributions to clinical trial compliance.

¢ Awards/Activities: Implemented a new training program that improved staff compliance knowledge, evidenced by a 50%
increase in test scores.

e Languages: English, Spanish, French



