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Site Quality Head (m/w/d)
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About the Role

Major Accountabilities:

o Provide leadership for strategic site initiatives, and represent site SLT quality in local cross-functional and global
projects teams as team member or team leader that represent site quality.

o Ensure all facilities, utilities and equipment are designed and installed to be operated in a safe and effective manner
and are compliant with applicable standards

o Ensure that during project phase planning, construction, commissioning, qualification (IQ, OQ and PQ) including any
other validation activity complies with cGMP.

o Timely escalation of risks in meeting timelines and / or budget incorporating site master planning and the long-term
strategic plan.

o Ensure adequate management of product critical quality issues (deviations, out of specifications). Ensure
investigations are correctly executed and adequate CAPAs are defined, and proper follow up of CAPAs effectiveness.
Review, provide guidance for, escalate where appropriate, and approve HA notifications (compliance related such as
Exception requests, other).

« Define, implement, monitor, consolidate and analyse Site Quality KPls. Ensure Site Quality Committee is established,
ensure relevant corrective and preventive actions are endorsed and implemented.

o Drive for Site management team accountability. Coordinate the generation and monitor the execution of the Site
Quality Plans, DI Plan, Site Quality Risk Assessments and other relevant gap assessments.

« Hiring people, team building, people development and talent retention.

Obligatory Requirements:

o Education: BS/MSc in Life Sciences and/or related experience.

o 10+ years of experience in GMP Pharmaceutical Manufacturing (including laboratory operations and Aseptic
experience), at least 3 years combined of relevant experience in Quality Control and/or Quality Assurance covering
quality areas.

o Proven track record and practical experience in supporting a Quality Control operations unit and operating in full
compliance with global cGMP requirements.

¢ In-depth knowledge of cGMP regulations. Successfully managed inspections from major Health Authorities

o Proven ability to manage multiple projects with moderate resource requirements, risk and/or complexity.

o Fluent German and English, written and spoken.

Desirable requirements:
o Experience with Health Authorities and inspections is highly desirable.
You'll receive:

Competitive salary, Annual bonus, Flexible working schedule, tailored to your needs, possibility to work from home, Pension
scheme, Employee Recognition Scheme, Expanded program for the promotion of health in the field of physical, mental and
social well-being (Wellbeing), employment at Top SI Employer, Unlimited learning and development opportunities.

Commitment to Diversity and Inclusion:

Novartis is committed to building an outstanding, inclusive work environment and diverse teams' representative of the

1/2



patients and communities we serve.
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

Production / Manufacturing
Location

LOC_DE

Site

Halle (Saale)

Company / Legal Entity
D122 (FCRS = DE122) Novartis Radiopharmaceuticals GmbH
Functional Area

FCT_QA

Job Type

Full time

Employment Type

Regular

Shift Work

No
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