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Summary

The Global QMS Manager ensures maintenance and continuous improvement of designated Quality
processes and respective tools to drive standardisation and harmonization further and meet compliance
requirements. Leads the QMS Networks across Novartis with all relevant Novartis Functions and Entities for all
QMS topics. Leads/participates in key QMS projects or initiatives and maintains knowledge with current
industry trends, Health Authority expectations.

About the Role

Major accountabilities:

o Establish and run the QMS network for GCP (Good Clinical Practices), GLP (Good Laboratory Practices)
and GVP (Good Vigilance Practices) areas and drive interactions with GDD, TRD, Country, GMA, NIBR,
and Regulatory Affairs Functions through the defined governance model.

e Establish and run the QMS network for GMP (Good Manufacturing Practice) and GDP (Good Distribution
Practice) and drive interactions with the Operations functions, including TechOps, through the defined
governance model.

o Act as Process Owner for the GxP Regulatory Assessment process and manage this process, including
the Emerging Regulations, and the associated governance meetings.

o Act as a subject matter expert for selected Quality processes and collaborate with the respective
QSO/Process owner to ensure GxP compliance of the processes and tools within own remit.

o Act as Process Owner for designated processes to drive process lifecycle management from
development to archiving of related IT systems.

o Author/review respective QMS documentation.

¢ Lead and/or participate in key QMS projects or initiatives ensuring that: defined quality elements and
compliance requirements are addressed, all required activities for successful and timely execution are
completed, the roll-out to impacted local entities across Novartis is achieved.

e Establish and maintain community/network of Subject Matter Experts or Single Points of Contact and
drive interactions with corresponding Functions.

o Establish strong partnership with key stakeholders.

o Create synergies and opportunities by leveraging lessons learned and communicating them to the SMEs
and stakeholders as applicable.

o Act as a QMS representative and liaison partner in other initiatives, boards, meetings as necessary.

o Participate in benchmarking activities as applicable and keep up to date with industry standards.

« Maintain knowledge of current industry trends and Health Authority expectations.

Minimum Requirements:
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« Education: University degree in Pharmacy, Chemistry, Engineering or equivalent related discipline.

o Broad experience in QA processes and underlying regulatory requirements and industry standards/best
practices

¢ Good understanding of Novartis QMS principles

o Leadership and Project Management skills to ensure successful implementation of projects or initiatives.

o Curiosity and agility to be able to adapt to fast moving environment

o Fluent English written and spoken as a minimum, other languages an advantage.

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’ll help you thrive personally and
professionally: https://www.novartis.com/careers/benefits-rewards

Commitment to Diversity and Inclusion: Novartis is committed to building an outstanding, inclusive work
environment and diverse teams' representative of the patients and communities we serve.

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’ll help you thrive personally and
professionally: https://www.novartis.com/careers/benefits-rewards

Division

Operations

Business Unit
Innovative Medicines
Location

Spain

Site

Barcelona Gran Via
Company / Legal Entity
ES06 (FCRS = ES006) Novartis Farmacéutica, S.A.
Functional Area
Quality

Job Type

Full time

Employment Type
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