QUALITY THAT
DRIVES OPERATIONAL
EXCELLENCE

Embedding proactive, data-driven quality into
every phase of operational readiness

Quality Advancement transforms quality from a compliance requirement into

a strategic advantage. In today’s regulated and high-stakes environments,
organizations can’t afford delays, audit findings or reactive problem-solving.
Our approach integrates robust deviation and CAPA management, ALCOA+
and GAMP principles and digital tools to create audit-ready, traceable
documentation and processes from Day One. By fostering a culture of
continuous improvement and leveraging real-time data, we help organizations
accelerate batch release, reduce compliance risk and build lasting stakeholder
confidence—ensuring quality is built in, not bolted on.



Advance Quality, Accelerate Results

Quiality is the foundation of operational readiness and business reputation. Our Quality Advancement solutions embed
proactive, data-driven practices to deliver reliable products and protect revenue.

We move organizations from reactive fixes to proactive quality leadership. Our solutions streamline deviation management,
ensure audit-ready documentation and integrate digital tools for real-time quality insights and sustained compliance.

Key Challenges We Solve

« Slow Deviation & CAPA Closure: Delayed root cause analysis and inconsistent
CAPA management stall lot disposition and increase regulatory risk. .
Our Solution: Structured deviation and CAPA management accelerate closure, Key Benefits of
improve traceability and embed sustainable quality improvement. Quality Advancement

« Regulatory Misalignment & Audit Unreadiness: Incomplete documentation
and reactive quality response lead to batch holds and inspection findings.

Our Solution: ALCOA+ and GAMP-aligned systems, audit-ready reports
and compliant master plans.

» Process & Documentation Gaps: Misaligned SOPs and validation deliverables delay
batch release and increase inspection findings.

Our Solution: Streamlined, compliant protocols and documentation aligned with
regulatory and user requirements.

- Disconnected Digital Systems: Data silos hinder compliance and slow investigations.
Our Solution: Digital integration for unified data trails, real-time visibility and
audit-ready quality records.

« Accelerates batch release
and reduces audit findings

« Enhances compliance
with audit-ready, traceable
documentation

» Drives continuous
improvement and proactive
risk management

- Strengthens reputation and
stakeholder confidence

» Enables real-time
quality insights for faster

Our Solutions decision-making

» Quality Management Systems (QMS): Develops, executes and improves QMS
frameworks, managing deviations, CAPA, change control, document control and
supplier quality for sustained compliance.

« Regulatory Strategy & Compliance: Delivers proactive regulatory strategies,
manages global filings and engages with authorities for timely approvals and reduced
compliance risk.

» Quality Risk Management (QRM) Program: Implements risk-based quality approaches
using ICH Q9 R1 and risk tools to drive better decision-making and SOP compliance.

« Inspection Readiness / Regulatory Compliance: Designs and implements audit
programs, readiness strategies and audit training to ensure successful inspections and
ongoing compliance.

» Product Quality & Release Controls: Manages testing, batch record review, complaint
handling and traceability for all product stages to ensure reliable release and quality.

« Cleaning, Hygiene & Contamination Control: Executes cleaning validation, agent
selection and contamination control SOPs to maintain hygiene and regulatory compliance.

» Quality Control Laboratory Advancement: Implements electronic lab systems
and manages analytical method lifecycle for efficient, compliant and audit-ready
laboratory operations.

Turn quality into your competitive edge.

Schedule an Operational Readiness Workshop or one-on-one
call with CAl to advance your quality and accelerate results.

+1 317 271 6082 CAIReady.com




