
The IDBS Cloud  
Validation Services 
Save your company six months

The IDBS Cloud Validation Services is innovating the validation process, 
dramatically reducing cost and time to value through the automation 
of testing and validation to the standard expected and required by 
regulators such as the FDA (Food and Drug Administration) or EMA 
(European Medical Agency) and customer QA.
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Compliance to standards such as 21 CFR Part 11 and EudraLex Annex 11  
is critical for the continued use of a system, with organizations open to strict  
and extensive penalties if failing to comply.  

The downtime needed to execute validation is 
significant due to the manual effort required to 
write and execute test scripts. Validated customers 
experience inflated cost and often rely on third 
parties to carry out the lengthy manual process.  
This makes the rollout of new upgrades and solutions 
slow and expensive. In addition to this, customers 
have an increased overhead to ensure continual 
assurance of trained and competent resources 
required to fulfil the validation and keep up with 
changing standards.

SaaS platforms are becoming recognized as a viable 
option for validated environments. This enables 
deployments to be carried out with a greater 
cadence, enabling end users to be up to date in their 
technology choices and ahead of the competition. 
Extensive security in place with established cloud 
providers such as AWS, Azure or GCP, provide 
reassurance that systems are as resilient and secure, 
if not more so, than on-premise installations. Cloud 
systems can scale automatically to meet the need  
of the business and significantly reduce IT overhead 
in maintenance and procurement. 

Cloud services and SaaS provide the agility that 
organizations need, especially today. Not only have 
these products been proven to be safer but they  
are also faster to deploy and ensure constant 
innovation with regular updates to stay competitive  
in the market. 

However, the flexibility of software products 
can result in unforeseen quality risks because of 
integration with other platforms or use of bespoke 
workflows and solutions. Therefore, the increased 
release cadence puts a greater burden on validation 
teams with the need to execute protocols to ensure 
continued compliance with standards.

The Challenge
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IDBS is leading the market with a modern  
approach to validation to realize the full benefits  
of SaaS in a validated environment, where the 
platform can expect updates on a regular and 
frequent basis, unlike on-premise installations. 
Continuous validation is where the industry is  
moving to with automated testing an essential  
part to make this a reality. Implemented correctly, 
automation enables the quick turnaround of 
validation that is required without a reduction 
in quality or scope, delivering all the regulated 
requirements of legacy manual approaches. 

Automated validation has been demonstrated to  
reduce six to nine months’ worth of effort down to  
a few days of execution. This is significant in reducing 
not only resource overhead but system downtime 
associated with validation. 

Automated validation is:

• A critical step towards continuous validation

• Faster, repeatable, reliable

Cloud Validation Services from IDBS offers:

• A streamlined process for rolling out new upgrades 
that is compliant with regulations, without the 
inherent time lag between installation and 
production readiness.

• Value added to any validated or  
non-validated customer.

• For validated regulated customers, test 
automation of the PQ will cut validation  
down from six to nine months to a few days 
once the automated script is created. 

• For non-validated customers, automating User 
Acceptance Tests provides the ability to rapidly 
ensure no impact to existing functionality or 
workflows because of new upgrades. This is 
achieved by executing critical path user journeys 
through the system demonstrating continued 
adherence to requirements. Impactful issues are 
highlighted ahead of any system production usage 
minimising business impact. A reduced overhead 
to ensure continual assurance of trained and 
competent resources required to fulfil validation  
and keep up with changing standards.

The Solution Benefits

Validation Master  
Plan (VMP)

Maintain State  
of Validation

User Requirement  
Specification (URS)

Performance  
Qualification (PQ)

Functional Requirement  
Specification (FRS)

Operation  
Qualification (OQ)

Technical Requirement  
Specification (TRS)

Installation  
Qualification (OQ)

Construction Factory Acceptance Test  
(FAT) & Site Acceptance Test (SAT)
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IDBS is uniquely positioned to provide out-of-the-box validation using automated 
scripts in line with changing scope, as the product evolves. No third party or 
customer can provide this benefit as validation work in these conditions can only 
begin upon product completion. Our accelerator pack covers out of the box Risk 
Assessment, Requirements, Validation Planning and Validation/Qualification Report. 
Collaboratively we will work with system owners to include custom requirements 
reducing effort to fully document the validation process. 

The IDBS Validation Services is an enabler to business growth, through technology,  
so researchers can focus on the science not the technology or validation effort.

“This Service is Gold Dust” – Customer

Join our customers already benefiting from our Validation Services.  
Contact us today contact@idbs.com

IDBS is your partner in quality

Accelerator Model

Validation Accelerator Pack
We have prepared the documentation so you don’t have to!

Requirements

Validation 
Report

Risk 
Assessment

Validation 
Plan

Automated 
Tests
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