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Life Sciences
CQV 
CQV guarantees regulatory compliance
and enables project delivery

CONTACT US

ie.cqv.info@sgs.com



Integrated CQV is
the foundation of
regulatory
compliance and
product quality.”
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We build trust in
regulated Life Sciences
environments
Life Sciences facilities operate under strict
regulatory frameworks where product quality,
patient safety and data integrity are critical.
Commissioning, Qualification and Validation
(CQV) activities must be executed with absolute
precision and full regulatory alignment.

SGS supports pharmaceutical, biotechnology
and medical device manufacturers with
integrated CQV solutions that reduce regulatory
risk and accelerate approval readiness.

By combining global regulatory expertise,
proven CQV methodology and strong local
delivery capability, SGS helps transform
complex capital projects into compliant and
inspection ready manufacturing environments.



Digital CQV flow for
Life Sciences facilities Modern Life Sciences facilities are highly complex and heavily

regulated. Multiple systems, clean utilities and automated processes
must be qualified and validated in strict alignment with GMP and
GxP requirements

Traditional silo based CQV delivery often leads to documentation
gaps, late stage rework and increased inspection risk

SGS addresses this challenge through an integrated CQV delivery
model that connects commissioning, qualification and validation
activities into one structured execution framework

This approach enables faster regulatory readiness, stronger
compliance and smoother transition into commercial manufacturing

Life Sciences facilities demand
integrated CQV delivery

Fragmented qualification and
validation approaches increase
regulatory risk and delay time
to market.”
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COMPLIANT
OPERATIONS

DESIGN
AND

REGULATORY
PLANNING

VALIDATION
AND

REGULATORY
READINESS

QUALIFICATION AND
VERIFICATION

IQ OQ PQ & testing Process & cleaning
validation

Maintenance &
improvement

Process validation
support
Cleaning validation
readiness
Final validation
reporting
Inspection
preparation

Validated state
maintenance
Change control
integration
Ongoing
compliance
support
Continuous
improvement

CONSTRUCTION
AND

COMMISSIONING
READINESS

User requirements
& strategy

Installation &
documentation

IQ OQ & PQ
execution
ASTM E2500
verification
Critical system
testing
Deviation
management

User Requirements
Definition
Regulatory
requirements
mapping
Risk based CQV
strategy
System boundary
definition

Installation
verification
readiness
Documentation
availability control
Trade handover
integration
Pre-commissioning
preparation
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Quote to be inserted
here, quote to be
inserted here, quote
here, quote here.”

Integrated digital 
CQV enabling faster
regulatory approval
and sustainable 
GMP compliance.”

SGS integrated digital
CQV approach

EARLY ENGAGEMENT DIGITAL CQV AND
DOCUMENTATION

INTEGRATED PROJECT REGULATORY READINESS

SGS applies digital CQV
methodologies to manage
documentation lifecycle,
protocol execution and 

      data traceability
This digital approach improves
data integrity, strengthens audit
trails and ensures structured
document control across the
entire validation lifecycle
Clients benefit from increased
transparency, reduced manual
documentation effort and
improved inspection readiness

SGS supports the final stages
of regulatory preparation
through protocol execution,
deviation management and
validation reporting
We prepare complete
validation packages that
support regulatory inspections
and market approval
processes
This ensures that facilities are
fully prepared for audits and
commercial operation
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SGS engages from the early
project phases including user
requirement specifications
and design review activities
By embedding regulatory
requirements from the start,
we help reduce late stage
qualification changes,
minimise compliance gaps
and improve overall 

      project predictability
Early engagement ensures
alignment between
engineering delivery and
regulatory expectations

SGS integrates
commissioning, qualification
and validation activities 

      into one aligned 
      delivery framework

This reduces handover friction
between project phases,
improves communication
across stakeholders and
ensures consistent 

      execution standards
The result is a smoother
transition from construction
into validated operational
status

Our CQV framework is designed to protect compliance, accelerate regulatory approval and ensure
long term validated operations.

Life Sciences CQV
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Business impact that matters

COMMERCIAL
BENEFITS

QUALITY AND
COMPLIANCE BENEFITS

OPERATIONAL BENEFITS

Reduces qualification failure
risk & accelerates qualification 

Protecting product quality and regulatory compliance

Ensuring stable validated manufacturing operations

Strong GMP and GxP
compliance
Data integrity assurance

Faster regulatory 
      approval timelines

Reduced rework during
qualification and validation

Reliable system
performance
Controlled change
management

Audit ready 
      documentation packages

Reduced inspection risk

Long term validation
sustainability
Improved operational
continuity

Integrated commissioning
transforms project delivery into
measurable business performance.”

Predictable validation
milestones
Lower compliance
remediation costs

Life Sciences CQV



Regulatory expertise
and digital CQV
delivery for Life
Sciences worldwide.”
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Why choose SGS CQV
for Life Sciences

Proven CQV methodology for 
      regulated environments

Deep GMP and GxP regulatory expertise
Advanced digital documentation and
traceability capability
Independent trusted partner approach
Global Life Sciences footprint with local
delivery capability
Consistent global standards and
competitive local execution

Ready to accelerate regulatory approval for
your facility?

Contact SGS to discuss your integrated CQV
strategy for Life Sciences projects.

CONTACT US
ie.cqv.info@sgs.com

Life Sciences CQV


