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The GCP Compliance Specialist (Technology) is accountable to manage delegated activities
supporting GCO projects and teams in ensuring compliance against GCP for emerging technology
and change of strategy in current GCO managed technology, including awareness of the use of
artificial intelligence (Al) and machine learning in GCO operated clinical trials, with the aim to
guarantee regulatory adherence in the use of computerized systems and in the collection of
electronic data.

The GCP Compliance Specialist (Technology) provides data analytics and reporting support,
knowledge in GxP relevant Enterprise IT systems in the frame of GCP Compliance activities and
supports the delivery of the GCP Compliance Technology roadmap. This role promotes a product
quality culture within GCO supporting the GCP Compliance Head (Technology), focusing on quality
and compliance being increased and sustained.

About the Role



Major accountabilities:

¢ Contribute to the compliance against GCP for emerging technology and change of strategy in
current GCO managed technology via assigned activities.

¢ Support the delivery of the GCP Compliance Technology roadmap via assigned activities.

* Provide data analytics and reporting support in the frame of GCP Compliance activities.

* Provide day-to-day technical support with knowledge in GxP relevant Enterprise IT systems to
GCP Compliance teams and GCO teams.

* Support the monitoring of relevant indicators/metrics/thresholds if relevant per scope.

Key performance indicators:

¢ Compliance against GCP for emerging technology and current GCO managed technology in
case of change.

* Increased technical capabilities in GxP computerized systems including artificial intelligence
(Al) through time, with support provided to GCP Compliance teams and GCO teams and
greater ability in partnering within and outside GCO.

* Timely delivery of GCP Compliance Technology roadmap assigned activities.

* Support Process, Training & GCP Compliance objectives” achievement, ensuring the delivery
of GCP Compliance objectives and targets.

Minimum Requirements:

Education: Minimum: Bachelor”s degree in science, B.Pharma, M.Pharma, Computer Science
engineering or relevant discipline.

Language: Proficiency in English.

Experience/Professional requirement:

¢ 5+ years of industry experience, preferably in major Pharmaceuticals company and in
particular technical expertise in computerized systems used in clinical operations with an
understanding of clinical research international standards and regulatory requirements from
Health Authorities.

¢ Organizational skills, associated with an aptitude in critical thinking, quality management and
continuous improvement.

¢ Ability in partnering with a proactive and customer focused solution- oriented mindset.

* Experienced in change management, intercultural experience, and ability to act in a complex
and rapidly changing business environment.

* Skills to facilitate contribution of team members as individuals and members of a cohesive
team.

¢ Ability to work in a matrix cross-functional environment.

* Written and verbal communication skills.

¢ Self-awareness, willingness to further develop own strengths and explore opportunities for
improvement.



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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Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for
any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversityandincl.india@novartis.com and let us know the nature of your request and
your contact information. Please include the job requisition number in your message.

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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