Who we are:

Annual Product Quality Review & Complaint Operations:
The Global APQR program provides a holistic evaluation of products and processes
to maintain compliance, drive continuous improvement, and reinforce Roche’s
reputation as a leader in the industry.

Objective
Reviews [...], should be conducted with the objective of verifying the consistency
of the existing process, the appropriateness of current specifications for both
starting materials and finished product, to highlight any trends and to identify
product and process improvements.

Vision:

APQR Process Vision:
Real time product and process evaluations to maintain compliance, drive valuable
continuous improvement and reinforce Roche’s reputation as a leader in the industry.

Global APQR & Complaint Operations Team Vision:

An empowered, self-managed team of experts that exemplify open, dynamic
collaboration driven by the values of trust, feedback, accountability, helpfulness and
proactive continuous learning.

Notably, the successful incumbent:

e Conducts annual single-site, cross-site, and E2E reviews to deliver site and E2E
APQR reports per requirements in GSP037.

e Supports the compilation of APQR reports via the acquisition and visualization of
data from sites across the Roche network.

e Contributes to the performance metrics and overall Quality assessment and
reporting as part of the APQR business process.

e Work with APQR stakeholders to identify, escalate, and resolve product quality
issues.

e Proposes APQR actions items, as needed.

e Provides training and guidance as needed regarding the Global APQR process,
including planning and implementation of procedures.

e Supports the development, maintenance, and execution of Global APQR systems,
projects, and administrative activities.

e Perform any other tasks as assigned to support APQR and Quality oversight
activities (e.g., process governance, systems/tools, operations maintenance, training
matrices and materials, document and records management, procurement, etc.).

e Work independently to actively contribute to the success of the Global APQR team
objectives and OKRs. Ensure cross-functional team deliverables are completed in a
compliant, accurate, high quality and timely manner.

Our goal is to build a flexible pool of Quality resources. Part of this role might
therefore be other quality work to match business needs with employee interest.
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clearly and professionally both in writing and verbally, including
effective facilitation skills. Fluent in English.

e Ability to lead cross-functional teams to resolve complex
technical, quality, and business process-related issues; extract
optimized business results through skillful collaboration and
application of principles for influencing without formal authority.

manufacturing processes and associated
control and documentation systems.
Knowledge of medical devices and device
combination products is desirable.

e Experience with enterprise database,
collaboration platform tools, and analytics
(IT platforms) is preferred.
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e Demonstrates resourcefulness, proactive dynamic learning
potential, matrix leadership, and accountability.

e Mentors network stakeholders and Global APQR stakeholders on
process governance, executions and business operations systems.

e An additional language proficiency to support Roche network
regional collaboration preferred (especially German).




