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  Italy  

  
  

  摘要  

The Product Steward owns the process knowledge of the product(s) assigned throughout the
commercial lifecycle, maintains the oversight on process capability, through data trending and
statistical analysis of critical variables, ensuring process(es) are robust, in continued state of
validation and continuously improving.

Ensures seamless flow of knowledge and information across functions, and with other Sites when
applicable, with focus on the assigned product(s).

Provides second line technical/scientific process support.

  

  About the Role  

Major accountabilities:
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Maintain the oversight and knowledge for entire manufacturing process performed on site and
throughout the entire commercial lifecycle, since transfer from development to date, act as
SPOC.
Create and maintain a product specific Quality Risk Analysis (QRAs).
Monitor all critical variables and key variables as appropriate using statistical analysis and
conducting regular product specific data trending.
Track and evaluate product performance, trending, detect issues, implementation of CAPAs.
Lead / support root cause investigation of process failures, initiate and lead product
improvement projects, involving cross-functional teams.
Present product performance and status of product improvement projects in site
Manufacturing Robustness Review Board (MRRB).
Assess impact of technical changes, assess their technical feasibility and determine scope /
design of technical batches, challenge technical risk and business benefit of technical
changes proposed.
Responsible for ensuring the continued state of validation (process, cleaning, ongoing
verification etc.).
Provide the necessary data for the technical activities involved in transferring out a product,
focusing on existing knowledge, through the appropriate documentation and supporting at the
receiving site as needed.
Provide SME expertise to perform process characterization of pharmaceutical processes to
increase robustness and sustainability.

Essential requirements:

Scientific Degree.
Previous experience in a similar role within manufacturing/quality/MS&T department of a
pharmaceutical/biotech company.
Strong technical knowledge.
Fluent in Italian and English.

  

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


  
  部门 
  Operations  

  Business Unit 
  Production / Manufacturing  

  地点 
  Italy  

  站点 
  Saluggia  

  Company / Legal Entity 
  IT58 (FCRS = IT058) Advanced Accelerator Applications Italy Srl  

  Alternative Location 1 
  Ivrea, Italy  

  Functional Area 
  Technical Operations  

  Job Type 
  Full time  

  Employment Type 
  Regular  

  Shift Work 
  No  

  Apply to Job 

  

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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