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Location: SO o Paulo, Brazil

Relocation Support: This role is based in SO o Paulo, Brazil. Novartis is unable to offer relocation
support: please only apply if accessible.

In this role, you will support the execution of local clinical studies, working closely with research sites,
contract research organizations, and internal teams across regulatory, legal, and quality. You will
help coordinate study start up activities, track milestones, and ensure study documentation is
accurate, complete, and inspection ready throughout the study lifecycle. The position requires strong
organization, attention to detail, and consistent collaboration to ensure studies are conducted in line
with regulatory requirements, Good Clinical Practice standards, and Novartis processes.

About the Role



Key Responsibilities

¢ Coordinate local study execution across regulatory, legal, quality, research sites, and contract
research organizations.

* Support study start[] up activities, including confidentiality agreements, study registration, and
required site documentation.

* Collaborate with project teams to track milestones, manage issues, and support recruitment
and data quality activities.

* Ensure research sites are prepared for study initiation and maintain documentation
throughout the study lifecycle.

* Maintain country and site Trial Master Files to ensure accuracy, completeness, and inspection
readiness.

* Monitor clinical data collection and reporting to support quality, compliance, and timely study
delivery.

¢ Contribute to audit and inspection readiness and support clinical study report and publication
activities.

Essential Requirements

¢ Solid understanding of clinical research principles and reall] world evidence methodology.

¢ Strong knowledge of International Council for Harmonisation Good Clinical Practice
guidelines and local regulatory requirements.

¢ Experience supporting clinical study start[] up, maintenance, and closell out activities.

* Familiarity with Trial Master File management, clinical trial management systems, and
regulatory documentation.

® Strong organizational and planning skills, with high attention to detail and compliance.

¢ Ability to collaborate effectively with research sites and crossl] functional teams in a structured
environment.

Desirable Requirements

* Experience supporting audit and inspection activities, including preparation of study
documentation and evidence.
* Experience supporting clinical study report development and publication readiness processes.

Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter
future together? https://www.novartis.com/about/strategy/people-and-culture

Benefits and Rewards: Learn about all the ways we Il help you thrive personally and professionally.

Read our handbook (PDF 30 MB)


https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf
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Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.
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