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Summary

The Project Manager for Regulatory Affairs (RA) team is responsible for capturing and addressing both global
and local demands and projects from the RA business. This role involves close collaboration with other DDIT
functions to ensure the delivery of high-quality services and innovative solutions to stakeholders.

As a key contributor to the organization's strategy, the Project Manager will implement objectives related to
technology strategy development, solution discovery, service management, risk management, and relationship
management.

In this role, the PM must drive the development and implementation of cutting-edge solutions that leverage
best-in-class technologies to enhance our products and services. PM is required to manage stakeholders and
act as a strategic business partner.

About the Role

Roles and Responsibilities:

o |dentify project goals, objectives, and direction. Lead the project team by clearly setting expectations
related to quality and performance.

» Deliver projects as per Novartis Standards, Follow the established IT Controls and Keeping the costs
within the approved budget.

o Support business stakeholders on Identifying opportunities to streamline or improve processes through
the implementation of innovative solutions to gain efficiencies.

o Stay up to date with the latest advancements in IT Domain and Identify and evaluate opportunities to
integrate the technologies into our existing products and services.

o Work closely with the Business and DDIT stakeholders to understand their priorities and collaborate on
the implementation of the defined roadmap for innovative solutions.

e Work closely with stakeholders to understand their needs and translate them into actionable projects.

¢ Be curious and engaged with our business stakeholders to establish a trustful and solid partnership.

o Manage relationships with internal and external stakeholders, including executives, business units, and
partners.

o Act as a strategic business partner, providing guidance and insights on how the adoption of technologies
can drive business growth and competitive advantage.

o Collaborate with external partners and stay engaged with the wider innovation community to leverage
industry best practices.

« Monitor and evaluate the performance of implemented solutions, making iterative improvements as

necessary.
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Essential Requirements:

o Atleast 10+ years of experience in Project Management, preferably managing Digital & Automation
projects within Pharma domain.

¢ Excellent problem-solving and planning skills. A passion for innovation and a curiosity to explore
technologies.

¢ Strong communication and presentation abilities, with the ability to effectively convey complex ideas to
both technical and non-technical stakeholders.

e Experience in stakeholder management and strategic business partnering; working with cross-functional
teams.

o Demonstrated ability to work in a fast-paced, dynamic environment and adapt to changing priorities.

e Excellent communication skills.

e Must have proven strong knowledge of SDLC, Validation & Compliance, Agile methodology.

¢ Proficiency with tools such as Jira, Confluence, HPQC, MS Project, Smartsheets and other project
management tools.

e Experience in Data migration and System integration related projects.

o Experience in managing GxP Projects and related fields.

o Multi-national global experience in interacting with senior management, collaborating across boundaries
and relationship management, and influencing without authority.

e Budget Management, Commercial Acumen, Influencing Skills, Performance Management (PM), Risk
Management, Service Delivery Management, Strategic Planning, Waterfall Project Management.

e Responsible for Service Transition Management (STM) activities to ensure successful transition from
Project to Operations phase as per Service Transition Plan.

e Preparation of detailed Service Transition Plan that includes Knowledge Transition Plan and Hypercare
Plan along with integrations to IT Operating Model.

¢ Plan and track the detailed service transition plan covering the tasks/activities, timelines, and resources.

o Liaison with various stakeholders in the organization to ensure successful execution of the Service
Transition Plan.

Desirable:

¢ Implementation experience of Veeva Submission and Registration module is a plus.

o Experience in Regulatory Affairs business processes is a plus (e.g. Registration Management,
Submission Management, Submission Content management, Submission Publishing & Clinical
Publishing, Product Labelling).

Education & Qualifications:

o Bachelor’s degree in engineering, pharmaceutical, computer science, management, or a related field.
« A master’s degree in a relevant discipline (MBA, MS etc.) and related accreditations in project
management, agile, quality and compliance is a plus.

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.

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 fﬁlrform 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.

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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