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Role essential for efficient and effective national publishing operations for Marketing Authorisation
submissions; reporting of regulatory status in the relevant UK RA Quality Management systems and
supporting proactive compliance to key RA procedures with the ability to demonstrate this when
required and particularly when called upon at Health Authority inspections and internal audits.

About the Role
Major accountabilities:

¢ Co-ordinate UK RA publishing operations to ensure effective management of workload within
the UK RA Compliance Team

* Drive the development and implementation of end-to-end best practice relating to country
publishing activities to ensure the efficient transmission of technically high-quality



submissions are consistently made to UK HA

* Support onboarding and act as mentor of UK Regulatory Publishing and Compliance
Associates

¢ UK Regulatory Information Management (RIM) Subject Matter Expert, ensuring UK data
compliance in the global RIM system

* Actively representing UK RA in the Global RA Process Improvement and Excellence Network

* Support the preparation and involvement of UK RA in internal global audits and external
inspections, including CAPA management

* Support project management and implementation of pan-portfolio regulatory initiatives to
ensure efficient and compliant outcome to ensure business continuity

¢ Support Regulatory Compliance and Process Lead to address potential quality issues and
emerging compliance concerns and recommend solutions, providing backup support, as
needed with quality incidents/deviations in the appropriate system
Key performance indicators:
KPIs as identified during annual objective setting

Minimum Requirements:

Life Science Degree or equivalent in education and experience
Work Experience:

¢ Dependent on individual aptitude, but would expect a minimum of 2-3 years” experience of a
broad range of regulatory work in the ethical pharmaceutical industry

Skills:

Knowledge of operational aspects of regulatory affairs

Compliance and Quality mind-set

Ability to be innovative and a creative problem solver with quality and compliance approach.
Excellent communication and interpersonal skills

Languages :

* English.



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

Join our Novartis Network: Not the right Novartis role for you? Sign up to our talent community to stay
connected and learn about suitable career opportunities as soon as they come up:

https://talentnetwork.novartis.com/network

Benefits and Rewards: Read our handbook to learn about all the ways we ” Il help you thrive personally
and professionally: https://www.novartis.com/careers/benefits-rewards
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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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