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End-to-end means taking a holistic quality-by-design approach to GxP validation:

EXECUTE
Global teams must be able to collaborate 
and execute the GxP validation process 
consistently. Digital validation efforts 

require the right teams with the  
right skills to orchestrate the entire 
process. This helps drive efficiency  

and optimization of resources. 

Whether you’re a pharmaceutical, biotechnology, or medical device organization, we know the 
stakes are high to meet regulatory and compliance requirements, especially when it comes to 
validation of systems. Today, for most life sciences companies, it’s a process that is cumbersome, 
manual, and oftentimes inefficient. When not managed properly, this opens an organization up to 
a host of risks, including reputational, financial, legal, and operational penalties. 

A problematic trend: Fragmented systems
For most organizations, GxP validation deliverables 
are spread across multiple systems and locations. 
Integrating and harmonizing these assets and data 
into one system to meet the regulatory needs for 
traceability presents a vital leap forward. 

Imagine how many days it would take for you and  
your teams to retrieve GxP validation deliverables  
for every GxP audit. How many people would you  
have to contact, and how many locations would you 
have to visit? 

Imagine if that number was one—a single validation 
life cycle management system in one central location.  
To drive a compliant, sustainable, and efficient 
validation process, automation is key.

It’s time to take a leap forward with Deloitte’s 
QSpace™, an end-to-end digital validation life cycle 
management system that manages the end-to-end 
GxP validation process. 

QSpace | Driving speed and quality 
QSpace was developed as a response to the distinct 
needs of life sciences organizations. As a single cloud-
based platform, QSpace enables organizations to 
automate and simplify the GxP validation process, 
helping to reduce costs, improve efficiency, and  
enable IT quality teams to more confidently meet  
GxP compliance mandates.  

Rapidly deployable and designed for ease, QSpace 
helps reduce human errors and makes enterprise-
wide collaboration possible in areas of GxP validation 
process. QSpace enables life sciences companies and 
their IT organizations to develop, deploy, and operate 
regulated systems with speed, quality, and compliance. 

What we mean by end-to-end
A holistic automation approach digitizes the entire 
validation process—from process design to execution 
to continuous improvement. Life sciences organizations 
that adopt an end-to-end strategy in automating the 
validation life cycle management process can optimize 
cost and may significantly improve productivity.

DESIGN
Process engineering and design play a 

vital role in achieving consistent, quality 
outcomes, and strong GxP compliance. 
To do this, organizations need to adopt 

rigorous lean-and-clean validation 
deliverables that systems can easily adopt.

IMPROVE
The purpose of digital systems is to harness the power of data. 

Digital validation systems must gather in-process data and convert 
them into relevant and actionable insights. This helps inform 

smarter decisions and continuous improvement efforts. 
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The big idea
Tap into the power of a globally recognized leader. 
Regardless of where you are in the maturity of your 
GxP validation program, Deloitte brings the power 
of QSpace to help advise, implement, and operate 
your operational risk environment. Together, we can 
help you modernize your IT business to enhance 
performance, improve risk management, and 
reduce costs.

How can you get more value now? 
With QSpace, you can drive speed and quality 
consistently and sustainably.  

Risk-intelligent
Supports consistent risk-based validation 
methodology to help accelerate scientific discovery 
from lab to scale. Our cloud-based platform allows 
faster deployment for scalability to integrate with 
existing enterprise applications. 

Quality by design,  
inherently GxP audit-ready

QSpace provides quality  
results, instilling confidence  

in audit-ready data 
 

People first
User-friendly design  

helps people onboard  
efficiently and perform  

to their potential 
 

Quality and compliance at 
the speed of business

Compliance is digitally built-in, 
enabling teams to review 
systems faster and more 

efficiently 

Insights

Extensive data analytics capabilities can 
help bring life sciences organizations to a 
more strategic scale.

Audit-ready

Allows your GxP validation to happen  
at a global scale while maintaining GxP  
audit-ready data integrity.

Experience

Access to resources with deep domain and 
industry knowledge of IT quality programs 
and GxP validation processes.

Agile GxP

Digitization enables increased efficiency, 
lower costs, and better reliability throughout 
validation life cycle management. 

Bottom-line benefits
QSpace helps organizations capture significant bottom-line benefits:

 • Reduce the probability of GxP validation issues 
by bringing distributed validation assets into one 
system of records

 • Configured to your needs with highly configurable 
and tailored validation processes and process 
packages based on risk-based approach

 • Reduce human errors with little to no manual 
intervention 

 • Single source of validation maintains data integrity

 • Audit-ready with standardized processes and  
built-in preventive controls

 • In-build analytics that support actionable insights
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