READY ASSETS,
RELIABLE OPERATIONS

Achieving startup, integration and optimization of facility,
systems and assets for Day One Performance

Equipment & Facility Readiness is the backbone of operational readiness,
bridging the gap between project completion and operational excellence. In
regulated and high-stakes environments, even minor delays or overlooked
details in startup, integrated operations, commissioning, qualification or digital
integration can lead to missed market entry, compliance risks and costly
downtime. The CAl approach embeds robust, milestone-driven processes and
leverages digital tools and analytics to startup, optimize and integrate every
asset and system before launch. Our experts verify that every facility, utility and
piece of equipment is not just installed, but fully qualified, compliant and ready
to deliver business value from Day One.



Operational Readiness Starts with Facility Readiness

A seamless transition from construction to operation demands more than installation—it requires well-planned turnover and
startup, rigorous verification, digital integration and proactive risk management. CAl delivers your assets audit-ready, compliant
and optimized to support business goals from the start. Our proven methodology eliminates late-stage surprises and accelerates
market entry by integrating CQV best practices, digital systems and risk-based maintenance. We deliver readiness that is
measurable, sustainable and tailored to your facility’s unique needs.

Key Challenges We Solve

Delayed Startup Commissioning & Qualification: Missed timelines and inefficient
protocols can stall market entry.

Our Solution: Turnkey CQV programs, milestone-driven validation and early design
integration keep projects on track.

Disconnected Digital Systems: Data silos slow decision-making and create audit risks.

Our Solution: Digital integration strategies unify MES, LIMS, CMMS and ERP for
real-time visibility and compliance.

Maintenance & Asset Reliability Gaps: Unplanned downtime and high lifecycle costs
threaten performance.

Our Solution: Risk-based maintenance planning and CMMS optimization maximize
reliability and control costs.

Utility & Facility Performance Issues: Qualification delays and environmental
excursions can impact compliance.

Our Solution: Facility audits, simulation testing and URS/GMP alignment ensure
readiness and prevent failures.

Our Solutions

.

Equipment Commissioning & Qualification (CQV): Verifies equipment is installed,
functioning and qualified per GMP and operational standards, including process
automation qualification.

Process & Method Validation: Validates analytical methods, lab protocols and
production processes to ensure reliable startup and ongoing process control.

Control Strategy & Automation Readiness: Designs and rationalizes alarm systems,
automation strategies and process control frameworks for robust, compliant operations.
Lab & Analytical Readiness: Develops and validates analytical and QC lab methods to
support batch release and regulatory compliance.

Utility & Facility System Readiness: Assesses, starts up and integrates facility utilities
and support systems critical for equipment operations.

Risk & Quality Management: Executes risk assessments, quality reviews and
readiness scoring to identify and mitigate startup risks.

Documentation & SOP Readiness: Generates and approves SOPs, validation plans
and procedural documentation needed for operational handoff.

Supply Chain: Executes supply chain program development, vendor assessment and
risk management to support operational readiness.

Asset Management: Develops and implements maintenance programs and asset
management practices to ensure equipment reliability and performance.

EH&S: Develops and implements environmental health and safety programs for safe,
compliant operations.

Make readiness your competitive advantage.

Key Benefits
of Equipment &
Facility Readiness

« Accelerates market
entry and ensures
on-time launches

« Reduces compliance
risk with audit-ready
documentation

« Maximizes asset
reliability and minimizes
unplanned downtime

- Enables real-time
visibility and proactive
decision-making

« Delivers measurable,
sustained operational
performance

Join our Operational Readiness Workshop or schedule a one-on-one call
with CAl to ensure your assets and facilities are ready for Day One success.

+1 317 271 6082 CAIReady.com




