!/, NOVARTIS

Quality Compliance and Risk Manager (GCP/PV)
Manager

Job ID
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Summary

Quality Compliance and Risk Manager Good Clinical Practice / Pharmacovigilance (GCP/PV)
Location: Barcelona, London or Dublin
Type: hybrid onsite, #LI-Hybrid.

As Quality Compliance and Risk Manager GCP/PV, you will support Regulatory Risk and Compliance by
providing expertise and guidance to ensure that risk management process and governance is fit for purpose
and meet Novartis standards and Health Authorities expectations. Engaging with Research & Development
(R&D) business, Quality Assurance (QA) and Enterprise Risk Management (ERM) risk teams, and quality
partners to advocate quality mindset and ensure Research & Development Quality (RDQ) risk management is
executed with the highest quality.

About the Role

Though there is a preference for pharmaceutical knowledge, applications with the relevant Risk experience
from other disciplines are welcome.

Key Responsibilities:

+ Supports RDQ risk management within RDQ, including management of the risk documentation, governance
structure, and support meetings.

* Provide guidance and expertise to QA and business partners on risk identification, root cause analysis,
lifecycle management, and risk documentation to ensure robust risk management.

* Proactively identifies quality risks to ensure appropriate risk identification, awareness, and risk management
within RDQ.

» Support the enhancement of the appropriate governance and processes for management of significant risks
and issues in RDQ.

+ Continuously seek improvements and development of comprehensive systems and tools to support the RDQ
risk management process.

* Develop and deliver training to ensure adherence to risk management standards. Foster a culture of
collaboration and capability building by delivering educational and learning preparations (e.g. training, lessons
learned, regular meetings with internal and external partners/ stakeholders).

» Good Practice (GxP) expertise and guidance on process excellence and projects across R&D/RDQ related to
GxP regulations and standards.

« Participate in cross-functional / cross-divisional strategic initiatives to drive risk management excellence,

performance excellence, quality and innovation.
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Essential Requirements:

* Bachelor’s degree in Life Sciences or Business

* Excellent English language skills (oral and written)

« Significant relevant work experience in Quality Risk Management

» Strong background and experience in GXP and relevant Health Authority regulations, paired with good
business understanding.

* Ability to be innovative when faced with opportunities or challenges.

» Strong mindset on in continuous improvement with effective change management skills to sustain a culture of
high ethical standards and compliance.

* Excellence in communicating effectively across different audiences and organizational levels and the ability
to bridge between quality, scientific and business experts to form strong and effective relationships with
partners.

» High awareness of trends and ability to proactively address needs based on external demands.

Desirable Requirements:
» Experience gained in the pharmaceutical industry or public health sector, in the area of Drug Development.
» Experience presenting to and networking with senior leaders/stake holders to build strong collaboration.

Why Novartis?

Our purpose is to reimagine medicine to improve and extend people’s lives and our vision is to become the
most valued and trusted medicines company in the world. How can we achieve this? With our people. It is our
associates that drive us each day to reach our ambitions. Be a part of this mission and join us! Learn more
here: https://www.novartis.com/about/strategy/people-and-culture

You’ll receive:
You can find everything you need to know about our benefits and rewards in the Novartis Life Handbook.
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.

Join our Novartis Network:

If this role is not suitable to your experience or career goals but you wish to stay connected to hear more about
Novartis and our career opportunities, join the Novartis Network here:
https://talentnetwork.novartis.com/network

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
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Division

Development

Business Unit

Innovative Medicines

Location

Spain

Site

Barcelona Gran Via

Company / Legal Entity

ES06 (FCRS = ES006) Novartis Farmacéutica, S.A.
Alternative Location 1

Dublin (Novartis Corporate Center (NOCC)), Ireland
Alternative Location 2

London (The Westworks), United Kingdom
Functional Area

Quality

Job Type

Full time

Employment Type

Regular

Shift Work

No

Apply to Job

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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