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QUALITY POLICY

QUALITY WITHOUT COMPROMISE

Patient-focused. Science-driven. Globally consistent.

efficacy, integrity, and reliable performance.

We are committed to advancing and delivering innovative therapies that address serious unmet medical
needs while protecting patients and maintaining trust. Quality is integral to every decision, process, and
stage of the product lifecycle. We design, develop, manufacture, test, supply, and support our products
in accordance with all applicable regulatory requirements and with an unwavering focus on safety,

OUR GLOBAL QUALITY COMMITMENTS

PATIENT SAFETY & PRODUCT QUALITY

Focus on our patients by ensuring products and processes consistently
meet established global standards for safety, efficacy, identity, strength,
purity, and performance.

QUALITY CULTURE & ACCOUNTABILITY

Foster an open, ethical, and owner-mindset culture where every
colleague understands that Quality is everyone’s responsibility and that
every action impacts our patients.

CONTINUAL IMPROVEMENT

Continuously strengthen and evolve our Quality Management System
through learning, innovation, and risk-based improvement. Leverage
technology and digital tools to simplify processes, enhance efficiency and
insight, and build a scalable quality framework that supports product
quality, patient safety, and sustainable growth.

COMPLIANCE & DATA INTEGRITY

Uphold the highest standards of compliance and integrity by meeting
applicable regulatory and quality requirements and ensuring data and
records are accurate and reliable throughout the product lifecycle. Protect
data integrity to enable sound decisions, safeguard product quality and
patient safety, and maintain regulatory trust.

SCIENCE-LED, RISK-BASED DECISIONS

Utilize innovation combined with sound science, quality risk
management, and knowledge management to make timely, transparent,
and well-documented data driven decisions.

PARTNER & SUPPLY NETWORK OVERSIGHT

Establish clear expectations and maintain effective oversight of suppliers,
contract partners, and service providers to ensure consistent high quality,
collaboration, and continuous global supply.

Every employee and partner contributes to quality. Leadership provides the

resources, governance, and oversight needed to fulfill these commitments through
a robust framework of Quality objectives.

Our Quality Policy is implemented through Madrigal’s electronic Quality Management System and is accessible to all employees.
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