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The GCS Project Lead (PL) leads, represents, manages and supports GCS project team and
operates as single point of contact for clinical and technical teams across GDD on clinical supply
strategy. The PL ensures complete project oversight in GCS and retains accountability for project
deliverables.

Has operational end to end responsibility for assigned activity. Leads and manages all project and lo-
cal network activities and participates in cross-functional teams.

About the Role
Major accountabilities:

* GCS/TRD representative to GCT/ICT. Act as business partner to support and influence the
decision making process on the supply strategy and packaging design to be adopted in



clinical trials.

Represents GCS team in the TRD/CMC sub-team providing insights on clinical requirements
and aligning clinical supply aspects with TRD/CMC sub-team.

Align on early clinical study assumptions and provide early supply and financial forecast to
support clinical development plan endorsement by development boards.

Assess clinical development plan scenarios, converts them into long term demand forecast to
support long term supply and capacity planning for TRD/NO. As business partner to the
clinical teams, drive GCS assessment to support unplanned clinical study requirements.
Leads overall clinical supply strategy in alignment with clinical and technical requirements and
constraints. Assess risks & opportunities and define strategies to ensure supply continuity and
increase supply flexibility and responsiveness in case of new clinical study initiatives.
Oversees the entire E2E supply strategy (from Drug Substance to clinical sites) and reviews
the planning assumption adopted in the supply plans and forecasts. Drives the decision
making process in GCS to select the most effective supply set-up.

Operates as first level of escalation and provide clear overview on issue, supply impact and
mitigation plan to GCS management in case of supply risk / issue. Leads communication and
manages stakeholder”s expectations in case of escalation.

Oversees and endorses strategy defined by GCS in collaboration with TRD/CMC sub-team
regarding substantial regulatory changes to ensure supply compliance.

Leads, represents, manages and supports GCS sub-team in an indirect people management
role. Assures GCS team works in agreement to the operating model, delivers results in
alignment to the clinical project/study objectives and applies strategic mindset to optimize
clinical supply strategy. Ensures KPI / Health Indicators are achieved and act as a role model
for strong team spirit and behaviors of collaboration.

Understands and proactively manages the interactions of project, network and/or platform
related activities within and outside of GCS. Acts as ambassador for GCS in TRD and clinical
environment.

Ensures overall budget adherence of the financial resources allocated to the project in GCS.
Acts as point of contact for GCS Finance department and TRD Planner, manages the budget
allocated to the project and discuss variation that could require additional financial resources.
Leads the cost assessment of packaging, distribution, booklet label and comparator activities
in case of new clinical study initiatives.

Provides to GCS on time info regarding portfolio changes to allow line function to perform
forward looking resources planning and allocation.

Key performance indicators:

Adherence to costs, quality (GMP), quantity, and timelines for all assigned tasks/projects
-Compliance with Novartis standards, in particular, ethics, health, safety, and environment
(HSE), and information security (ISEC) standards.

Unit KPIs (e.g. FPFV (first patient first visit), LTA (lost time accident), FTR (first time right),
Rework Rates, Recalls) -Cross -functional KPIs (if applicable)

Minimum Requirements:
Work Experience:

Functional Breadth.

Managing Crises.

People Challenges.
Collaborating across boundaries.



* Operations Management and Execution.
* Project Management.
* >10 years relevant experience.

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

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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Business Unit
Development
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India
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Hyderabad (Office)

Company / Legal Entity
IN10 (FCRS = INO10) Novartis Healthcare Private Limited

Functional Area
Research & Development


https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/careers/benefits-rewards

Job Type
Full time

Employment Type
Regular

Shift Work
No

Apply to Job

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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