
With over 20 years of computer systems validation experience, we work 
to create CSV processes that are based on FDA regulations and guidance, 

best practices, and the characteristics of the system being validated.

Reduce Compliance Risk • Ensure Product Quality • Maintain Data Integrity

CO M PUTE R  SYS TE M  VA L IDAT IO N  SE RV ICE S:

Technology Partners & Platforms:

Overview: Astrix offers Computer Systems 
Validation (CSV) services for laboratories operating in 
scientific organizations. Computer systems validation is a 
critical requirement of electronic record and system com-
pliance, as described in the FDA 21 CFR Part 11. The val-
idation process is designed to provide a high degree of 
assurance that both new and existing computer sys-
tems will consistently fulfill their intended purpose 
by producing results which meet predetermined 
specifications and quality attributes – accu-
racy, reliability, consistent intended perfor-
mance, and the ability to discern invalid or 
altered records.

As scientific applications constantly 
evolve to keep up with the needs of 
the people and businesses that use 
them. Life Science companies 
must perform validation activ-
ities on an ongoing basis in 
order to reduce compliance 
risk, ensure quality, and 
maintain data integrity.

A “Computer System” in an FDA regulated laboratory is 
more than just computer hardware and software – it also 
includes any equipment and instruments linked to the sys-
tem, as well as the trained staff that operate the system and/

or equipment using Standard Operating Procedures (SOPs) 
and manuals. Computer system validation requires a com-
prehensive set of both static and dynamic testing activities 

that must be conducted throughout the Software Docu-
ment Life Cycle (SDLC).

At Astrix, we are experts in IT risk identification and 
management along with regulatory compliance. As 

such, we understand that computer system valida-
tion is not a “one size fits all” process. With over 

20 years of validation experience, we work to 
create CSV processes that are based on FDA 

regulations and guidance, best practices, 
and the characteristics of the system 

being validated.
As an FDA regulated company, you 
don’t just need to do computer sys-

tem validation – you need it done 
right in order to assure quality in 

your regulated business pro-
cess software, and thereby 

reduce compliance risk,
data integrity concerns, 

and business liability issues. Our computer system validation 
professionals provide you with a best practice CSV method-
ology, along with the peace of mind that comes from knowing 
your CSV documentation has been produced by experts.
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Our Computer Systems Validation processes typically involve:

Computer Systems Validation approach:

■ System inventory and assessment – determination of
which systems need to be validated

■ User requirement specifications – clearly defines what
the system should do, along with operational (regulatory)
constraints

■ Validation plan – defines objectives of the validation and
approach for maintaining validation status

■ Risk assessments – analysis of failure scenarios

■ Functional requirement specifications – clearly
defines how the system will look and function or the user
to be able to achieve the user requirements.

■ Network and Infrastructure Qualification – documen-
tation showing that the network and infrastructure hard-
ware/software supporting the application system being
validated has been installed correctly and is functioning
as intended.

■ Installation Qualification (IQ) Scripts and Results –
test cases for checking that system has been installed
correctly in user environment

■ Operational Qualification (OQ) Scripts and Results
– test cases for checking that system does what it is
intended to do in user environment

■ Performance Qualification (PQ) Scripts and Results
– test cases for checking that System does what it is
intended to do with trained people following SOPs in the
production environment even under worst case condi-
tions

■ Validation Report – a review of all activities and docu-
ments against the Validation Plan

■ System Release Documentation – documents that vali-
dation activities are complete and the system is available
for intended use.
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ABOUT US:
We are a staffing and professional services firm focused on serving the scientific & engineering 
communities. With offices throughout the United States, Astrix is dedicated to providing the 
highest level of quality and service. We are a unique firm and we invite you to learn about us. 
Visit astrixinc.com for more information.

CORPORATE HEADQUARTERS
125 Half Mile Rd, Suite 200
Red Bank, NJ 0770
732-661-0400




