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MEDEX

CRO QUALITY POLICY

MEDEX CRO ensures that this quality policy is understood, adopted, and effectively implemented by all employees,
business partners, and stakeholders; and regards quality management as an integral part of its corporate
responsibility. Accordingly, MEDEX CRO commits to adhering to the following principles:

1. Legal Compliance and GCP-Focused Quality Management

- To ensure full compliance with national and international legal regulations, TiTCK legislation, and relevant
regulatory requirements.

- Toimplement, maintain, and continuously improve a risk-based Quality Management System compatible with
the ISO 9001:2015 standard; in this context, to ensure the effectiveness of clinical research processes,
regulatory compliance, and stakeholder satisfaction through measurable quality objectives.

2. Sponsor, Stakeholder, and Audit-Oriented Trust Approach

- To provide reliable, transparent, and timely service by understanding the expectations of Sponsors, research
sites, suppliers, and other stakeholders.

- To monitor and continuously improve service quality.

- To establish and maintain processes that are traceable, defensible, and ready for audits and regulatory
inspections.

- Business Continuity, Risk Management, and Operational Excellence

3. Business Continuity, Risk Management, and Operational Excellence

- To adopt a risk-based approach to support the uninterrupted and effective execution of clinical research
activities and to align quality objectives with the entirety of clinical research operations.

- Todevelop preventive and corrective mechanisms against potential operational, regulatory, and quality risks.

- To ensure competent human resources, infrastructure, and organizational structure that will support service
continuity.

4. Data Integrity, Confidentiality, and Information Security

- To ensure the accuracy, integrity, confidentiality, and traceability of clinical research data.

- To protect the rights of all stakeholders by acting in accordance with national and international legislation
regarding the protection of personal data.

- To continuously monitor and improve the information security and data management approach.

5. Corporate Culture, Competence, and Continuous Improvement

- To create a working culture based on ethical values that encourages a sense of responsibility and quality
awareness.

- Todisseminate the quality culture throughout the organization through training, competency, and
awareness activities.

- To adopt process improvement as a corporate approach.
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