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About the Role

Key Responsibilities:

Provide direct supervision of QA Operations Specialists and QA Batch Release Specialists, ensuring alignment with
site quality objectives.
Coordinate daily activities, prioritize workload, and ensure timely completion of QA tasks across both functions.
Serve as the primary point of contact for quality-related issues during assigned shifts, ensuring timely escalation and
resolution.
Ensure shopfloor quality oversight of production, QC, and supply chain activities, verifying adherence to cGMP,
aseptic techniques, and data integrity standards.
Oversee live review of manufacturing batch records and documentation to support timely and compliant batch release.
Confirm compliance of site personnel with sterile manufacturing regulations and internal procedures.
Support the release of all manufactured, packaged and tested.
Support the Controlled issuance of batch records in preparation for manufacturing.
Perform review of manufacturing batch records in preparation for batch release and escalate any discrepancies
immediately.
Support metric tracking of documentation and release data to ensure continuous improvement.
Support all QA operations as a valued business partner, with a culture of safety, quality, delivery to patients, cost,
compliance, and data integrity.
Provide Quality Oversight on Deviation, Change Control, and CAPA management
Maintain batch documentation library (record check-in, check-out, follow-up, and distribution)
Provide shopfloor quality oversight of all production, quality control and supply chain departments to ensure their
practice fully adheres to cGMP, including data integrity. Ensure timely escalation to management of all applicable
incidents.
Perform live review of manufacturing batch records in preparation for batch release and escalate any discrepancies
immediately

Essential qualifications:

Bachelors' Degree, preferably in Life Sciences, chemistry, or related relevant degree. In lieu of degree, 5 years in a
role within pharma industry that includes quality assurance and batch release experience will be considered
3+ years of experience in GxP Biopharmaceutical manufacturing operations
2+ years of experience in a quality assurance role
Cross functional collaboration QA and QC experience in biotech pharmaceutical biotechnology industry with
environmental monitoring & cleanliness zones is desired
Proven track record and practical experience with cGMP requirements
Knowledge of FDA and EU regulations and experience in US and international regulatory agency inspections.

The salary for this position is expected to range between $89,600 and $166,400 per year. The final salary offered is
determined based on factors like, but not limited to, relevant skills and experience, and upon joining Novartis will be
reviewed periodically. Novartis may change the published salary range based on company and market factors. Your
compensation will include a performance-based cash incentive and, depending on the level of the role, eligibility to be
considered for annual equity awards.

US‑based eligible employees will receive a comprehensive benefits package that includes health, life and disability benefits,
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a 401(k) with company contribution and match, and a variety of other benefits. In addition, employees are eligible for a
generous time‑off package including vacation, personal days, holidays and other leaves.

Role Requirements

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)

Division
DIV_TO
Business Unit
Quality
Location
LOC_US
Site
Indianapolis
Company / Legal Entity
U469 (FCRS = US469) AAA USA Inc.
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FCT_QA
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