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Regulatory Affairs Specialist

Passionate Clinical Research Consultant with over 9 years of experience in regulatory affairs and clinical trials specializing in rare

diseases. Highly skilled in navigating complex regulatory landscapes and advocating for patient access to novel therapies. A

strategic thinker with experience in developing and executing clinical development plans that align with corporate goals.

WORK EXPERIENCE

Regulatory Affairs Specialist | Rare Disease Research Institute

» Navigated the regulatory approval process for multiple rare disease clinical trials.

» Developed and submitted regulatory documents to health authorities.

« Collaborated with clinical teams to ensure compliance with regulatory requirements.
» Maintained up-to-date knowledge of regulations affecting rare diseases.

» Facilitated meetings with stakeholders to discuss regulatory strategies.

» Trained staff on regulatory compliance best practices.

Clinical Research Associate | Innovative Health Solutions

« Monitored clinical trials for rare disease therapies, ensuring adherence to protocols.
o Conducted site assessments and audits to maintain compliance.

+ Developed study documentation and managed data collection processes.

« Collaborated with investigators to resolve trial-related issues.

» Produced reports and presentations on trial progress for stakeholders.

» Engaged with patient advocacy groups to enhance trial awareness.

SKILLS

Jan 2022 - Present

Jul 2019 - Dec 2021

Regulatory affairs Rare disease research Clinical trial management Stakeholder engagement

Data analysis

EDUCATION

Compliance monitoring

Master of Science in Regulatory Affairs
Johns Hopkins University

ACHIEVEMENTS

2015 - 2019

» Successfully navigated the regulatory landscape for three novel therapies.
» Increased patient enrollment in rare disease trials by 35% through outreach initiatives.

« Published articles on regulatory challenges in rare disease research.

LANGUAGES

English Spanish French



