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Сводка

As a member of the RA Platform Operations team, the Product Lead will play a pivotal role in enhancing the organization's operational efficiency and technological
advancement. This position can support one or several Capabilities which are underlying the Platform: Release Management, Validation, Migration, and Business
Administration.
The Platform Operations Product Lead supports the Platform in seamlessly managing Release, Validation, Migration and/or Business Administration activities across all
Data & Technology Products, thereby minimizing disruptions to business operations. This role impacts the organization's ability to meet business needs and technical
standards, ensuring the continuity and reliability of the Regulatory Affairs Technology infrastructure.

About the Role

Major Accountabilities:

Ensure the Capability is fit for purpose (incl. related processes such as SOPs, WIs, etc.) and achieves the desired business value and impact o Support the
identification, assessment, and management of risks associated with release activities. Support the development of contingency plans to address potential issues
and ensure minimal disruption to business operations o Support resolution of Release/Validation/Migration/Business Administration issues Support
Release/Validation/Migration activities in the context of new releases across Products, to ensure compliance with regulatory and industry standards within the life
sciences sector o Report on key performance indicators (KPIs) to measure the effectiveness of the processes covered by the Capability. Regularly track and report
on these metrics to identify areas for improvement and demonstrate the value of the capability team.
Release Management responsibilities o Support the end-to-end release lifecycle, from planning through to deployment and post-deployment support.
Validation responsibilities: Support and implement validation frameworks/standards to ensure compliance with GxP, 21 CFR Part 11, GCP ICH E6, and FDA
Electronic Source Data in Clinical Investigations (amongst others), including but not limited to: Validation Plan, User Requirements Specification (URS), Functional
Requirements Specification (FRS), Risk Assessment, Operational Qualification (OQ), Performance Qualification (PQ), Traceability Matrix, etc.
Migration responsibilities o Support and implement migration frameworks/standards, and manage/execute migration projects, ensuring a seamless transition and
integration of new Systems, Data and Products with minimal disruption to business, including but not limited to: Migration Plan, Data Mapping, Data Extraction
Scripts, Data Cleansing Reports, Transformation Logic, Migration Scripts/Programs, etc.
Business Administration responsibilities: o Ensure access control, security management, and continuous operation and availability of technology products Act as
the first-level support for business administration issues; implement and follow a harmonized approach across all technology products o Collaborate closely with IT
to ensure optimal systems performance and availability, assisting in the identification and troubleshooting of any issues that may arise o Support and implement
business administration strategies and frameworks/standards to ensure compliance for the management of technology operations, focusing on efficiency and
effectiveness including but not limited to: Governance Framework, Compliance & Regulatory Documentation, Risk Management Plan, User Account Management
Procedures, Access Control Policies, Audit and Review Reports, Data Security Plan, etc. – as needed/relevant
Stakeholder Engagement: o Support continuous expansion of knowledge and the adoption of a digital mindset within Regulatory Affairs o Support change
management strategies to ensure smooth adoption of technology initiatives, at the Capability level
Collaboration and Partnerships: o Collaborate closely with cross-functional teams to ensure that above initiatives meet business goals, program timelines, and
budgets. Facilitate regular update meetings to track progress, address issues promptly, and keep all stakeholders informed. o Support vendor oversight at the
capability level, across product(s), in collaboration with IT and the External Partnerships Teams
Quality and Compliance: o Deliver with the required quality and in a compliant way, on above activities for the assigned Product(s)/Service(s), aligned with the NVS
Quality Manual o Ensure that Security and Compliance policies and procedures are within the scope of the Capability and prepare for audit readiness and
inspection requirements (incl. Related mitigations or actions triggered by audits & inspections).
Project and Program Support: o Support assigned projects and programs impacting the Capability and/or underlying Service(s)/Product(s), through timely delivery
of high-quality milestones in alignment with business requirements
Demand Management: o Re-direct/raise demand(s) for technology services and operational support related to business administration activities, arising from the
Capability or from various functions within Regulatory Affairs

Minimum Requirements:

• Minimum 5+ years of relevant industry experience. Minimum 3+ years in cross-functional matrix organization. Understanding and direct relevant experience with
the Release Management, Validation, Data Migration, and/or Business Administration landscape of pharmaceutical regulatory affairs (including Veeva RIM, eCTD
and Power Apps)
• Knowledge of drug development process as well as international drug registration and approval, of regulatory business processes and regulatory information
management
• Hands-on experience in technology process requirements. Problem-solving skills and seeking clarity in ambiguous situations. Excellent verbal and written
communication skills. Broad experience in quality assurance/compliance, computer system validation within the pharmaceutical/biotech arena, and knowledge of
relevant regulatory requirements
• Experience in Release Management, Validation, Migration and/or Business Administration activities

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: Learn about all the ways we’ll help you thrive personally and professionally.
Read our handbook (PDF 30 MB)
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Business Unit
Development
Место
Индия
Сайт
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

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 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.
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