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Accountable for the strategy, development and implementation - including adequate training to staff, efficiency,
gap assessment and continuous improvement and overall performance - of assigned regulatory processes in
the respective process area(s), in alignment with other functions as applicable, to ensure organizational
readiness and compatibility with associated systems and technology and compliant with global regulatory
requirements and Novartis standards.

About the Role
Key Responsibilities:

¢ Under the supervision of the Process Transformation Lead, contribute to E2E regulatory processes
transformation roadmap and implementation strategy for assigned processes and/or process area, further
enabling increasing efficiency, reducing complexity and securing high quality or regulatory deliverables.

e Act as a core member of the RA Process Review Committee (or equivalent) to secure meaningful
content, timely and impactful review, finalization, implementation and assignment of new or revised
process documents to relevant roles within RA.

e For assigned processes and/or process area(s):

e 0 Lead Impact assessment, business process design, ownership, continuous improvement (including
technology and automation needs to improve process performance). This includes developing,
authoring/writing (as applicable) and maintaining procedural documents, establishing KPI and working
with Training & Capability team members to provide associated functional.

e 0 In partnership with International / Regions and Policy, monitor and review emerging regulations and
regulatory guidelines and analyze impact on Novartis regulatory processes, and ensure outcome of the
assessment is actioned (e.g. need to adapt a process).

e 0 Lead process changes in case of identified compliance issues (resulting from audit/inspection, Ql, KPI
trending)

e o0 Contribute to inspections and internal audits as Point of Contact for respective processes.

e 0 Provide direct input and expertise in the areas of process design, risk management, governance,
organizational design and compliance, self-author/write or provide guidance to author(s) on the content of
a procedural document

e 0 Ensure high level of connectivity, alignment, transparency and collaboration with Subject Matter
Experts (SME) across RA and with other Development and Corporate functions and departments, as
required.

e 0 In partnership with the Systems team, incorporate technology portfolio deliverables into integrated
transformation roadmap as well as any other non-drug development projects that impact the broader

transformation.
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o Contribute to the development of the learning & training strategy for enhancing regulatory capability

building, functional learning and learning technology.

¢ Participate in or lead select cross-functional process related projects as applicable and on-need basis to
support the overall roll-out of the RA organization.

e Monitor regulatory changes for processes in scope: Keep up-to-date with changes in regulations, industry
trends, and evolving compliance standards. Partner with Capability / Learning Manager (as applicable) to
disseminate relevant information and/or provide guidance on adapting to new requirements to relevant
stakeholders.

e When designated, may represent RA at enterprise process community(ies) at and/or process/training
governance boards

e Acts as deputy to Process Transformation Lead

Essential Requirements:

Life Science Degree or other University degree with equivalent experience

e Significant regulatory and drug development experience

e Extensive knowledge on E2E process, supporting system, regulations and business change(s).

e Strong working knowledge of Quality Management System (QMS), SOPs and compliance

e Technology-savvy — ability to leverage and foster use of systems, technology and automation (including
digital assistants and Al tools) to derive efficiency; embrace the mindset shift towards enhanced use of
technology in daily work

¢ Ability to anticipate the impact of any change(s) from external and internal sources to the E2E
process(es), supporting systems as applicable and to training

e Strong organizational awareness, including experience working cross-functionally

¢ Ability to lead teams in a matrix environment

e Superior negotiation, influencing and communication skills

e Desirable Requirements:

¢ Ability to define and interpreting metrics

e Strategic thinking; process simplification and optimization

e Strong process authoring/writing capabilities

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

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?
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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

Topéag

Development

Business Unit

Universal Hierarchy Node
TomoBeoia

India

TomoBeoia

Hyderabad (Office)
Company / Legal Entity
IN10 (FCRS = IN010) Novartis Healthcare Private Limited
Functional Area
Research & Development
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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Apply to Job

Source URL: https.//prod1.novartis.com/gr-el/careers/career-search/job/details/req-10044487-regulatory-
3/4


https://www.novartis.com/careers/benefits-rewards
https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Hyderabad-Office/Regulatory-Affairs-Process-Director_REQ-10044487-1
mailto:diversityandincl.india@novartis.com
https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Hyderabad-Office/Regulatory-Affairs-Process-Director_REQ-10044487-1

affairs-process-director

List of links present in page

https://www.novartis.com/about/strategy/people-and-culture
https://talentnetwork.novartis.com/network
https://www.novartis.com/about/strategy/people-and-culture
https://talentnetwork.novartis.com/network

https://www.novartis.com/careers/benefits-rewards
https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Hyderabad-Office/Regulatory-
Affairs-Process-Director REQ-10044487-1

mailto:diversityandincl.india@novartis.com
https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Hyderabad-Office/Regulatory-
Affairs-Process-Director REQ-10044487-1

ook wh -

®© N

4/4



	Regulatory Affairs Process Director
	Περίληψη
	About the Role
	Accessibility and accommodation
	Regulatory Affairs Process Director


