b NOVARTIS

Manager, R&D Quality

Job ID
REQ-10089436
OkT. 12, 2026
MHauna

CBoaxa

#LI-Onsite
Location: HYD, India

This role is based in Hyderabad, India. Novartis is unable to offer relocation support for this role. Please only apply if this location is accessible for you.

The Manager, R&D Quality provides quality assurance expertise and oversight for research and development activities, with a particular focus on oligonucleotide and
xRNA analytics. The role partners with cross-functional teams to ensure compliance with applicable GxP regulations, regulatory requirements, Novartis procedures and
quality standards.

About the Role

Major Accountabilities:

Support maintenance of the regulatory -required files for health authority inspections and assist with health authority inspection management

Support generation of Quality Plans (and review other plans for quality/safety aspects) for clinical programs

Support review of Oligonucleotide Analytics, including analytical methods, stability, control strategies, impurities, and quality risk assessment.

Support cross functional CMC, regulatory, and lifecycle initiatives for oligonucleotide drug substances and drug products.

Support initiatives to maintain or improve quality performance and compliance of operational activities including risk management, health authority reporting, IT
systems

Support initiatives focused on quality, process and compliance improvement, including identification of opportunities and develop strategies aimed at improving
quality while ensuring compliance with regulatory requirements

Ensure information gained during quality and compliance initiatives, as well as audit and assessment results, are evaluated to identify any regulatory, compliance
and QA training needs

Aid in the identification of quality issues and assist with root cause investigations and support the development of corrective and preventative action plans (CAPA),
including monitoring status to Ensure issues are addressed, completed and documented.

Provide assistance in the remediation of deviations, Ensure follow up and monitoring of associated corrective and preventive actions.

Manage and Support quality aspects of projects and activities, including those related to third parties, analytical instruments, manufacturing equipment, quality
plans, training, IT validations, etc.

Review and approve quality deliverables to ensure compliance (including procedures, records, third party work, contractors, clinical trial material, components, gap
assessments)

Reporting of technical complaints / adverse events / special case scenarios related to Novartis products within 24 hours of receipt

Distribution of marketing samples (where applicable)

Minimum Requirements:

Working knowledge of oligonucleotide modalities and therapeutics (e.g., siRNA, ASO, mRNA, and conjugated oligonucleotides).

Understanding of oligonucleotide manufacturing, analytical characterization, stability, and control strategy concepts.

Familiarity with oligonucleotide-specific CMC development, lifecycle management, and regulatory considerations.

Awareness of critical quality attributes (CQAs), impurity profiles, degradation pathways, and product quality risks associated with oligonucleotide therapeutics.
Understanding of analytical method lifecycle concepts, including method development, validation, transfer, and ongoing performance monitoring.

Familiarity with oligonucleotide drug substance and drug product development considerations, including formulation and comparability strategies.

Ability to assess quality risks and provide quality oversight for oligonucleotide development programs.

Ability to interpret technical, analytical, and quality data to support risk-based decision making.

Effective collaboration with technical SMEs across analytical, process, regulatory, pharmaceutical development, manufacturing, and quality functions.

Ability to support cross-functional discussions on emerging xRNA modalities, platform approaches, and evolving regulatory expectations.

Benefits & Rewards

At Novartis, we're committed to reimagining medicine together - and rewarding the people who make it happen.

Expected Annual Base Salary Range for role:2,436,000.00 - 4,524,000.00 INR

The base salary offered is determined based on gender-neutral objectives, such as relevant skills, competencies and experience in accordance with the Novartis pay
setting policy and upon joining Novartis will be reviewed periodically.
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In addition to your base salary, you may be eligible for a performance-based bonus depending on certain performance parameters.

The rewards of being part of our team go far beyond base pay and incentives. We also offer a variety of competitive benefits in kind to help you thrive personally and
professionally, such as insurance plans, retirement plans, wellbeing resources and global recognition programs. In addition, we provide flexible and hybrid working
options, where possible, and minimum 14 weeks paid parental leave.

Read our brochure to learn more about our global total rewards offering:

https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf

Note: Benefits and compensation may vary by country and are subject to local legal requirements, including provisions of collective bargaining agreements where
applicable. A full overview of your compensation package, including any relevant collective bargaining agreement details applicable to your role based on your
employment location and Novartis employer entity, will be communicated separately to you during the application process.

Commitment to Diversity and Inclusion / EEO paragraph

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

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)

OunsnanoH
Development

Business Unit
Development

Mecto

HHauna

Canr

Hyderabad (Office)
Company / Legal Entity
IN10 (FCRS = IN010) Novartis Healthcare Private Limited
Functional Area
Quality

Job Type

Full time

Employment Type
Regular

Shift Work

No

2/3


https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf
https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf

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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