
For local contact details, please visit
www.vaisala.com/requestinfo    

Ref B211274EN-A  ©Vaisala 2013
This material is subject to copyright protection, with 
all copyrights retained by Vaisala and its individual 
partners. All rights reserved. Any logos and/or product 
names are trademarks of Vaisala or its individual 
partners. The reproduction, transfer, distribution or 
storage of information contained in this brochure in 
any form without the prior written consent of Vaisala 
is strictly prohibited. All specifications —  technical 
included —  are subject to change without notice.

Learn more about reducing risks for life science companies
with Vaisala Continuous Monitoring Systems:
www.vaisala.com/lifescience 

How to Use GAMP to Validate 
an Enterprise Software for 
a Continuous Monitoring System
Reducing risk with reliable solutions for GxP environments

O�-the-Shelf
Typically easiest to validate, 
with limited functions and few 
changes possible.

Configured
Tradeo� of moderately increased 
validation e�ort to gain increased 
functionality and ability to specialize. 

Custom Massive increase in validation 
e�ort for a tailor-made solution.

All Size of hourglass = Validation Intensity.

System TypeIcon Summary

Icon Legend

Example
Configuration Item
The alarm delay function will be 
configurable for 1-60 minutes 
prior to alarm activation.

Develop a User Requirements 
Specification (URS) Document.

Describe what the user needs the system to do.
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Example User 
Requirement
The system must 
prevent false alarms 
due to normal activities 
such as door opening.

Example 
Function
The system will have an 
alarm delay function to 
prevent false alarms.

Example 
Test Section

Alarm Delay Testing

Begin Building a Traceability Matrix

Create a table to track each requirement 
or specification to ensure testing
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Audit Vendors and Select a Product

Choose the solution which best satisfies 
your requirements.
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Determine Your Software Type

What type of System do you have?
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May be used with little 
or no modification.

Has defined options 
that allow for 
specialized use.

Designed  for a 
specific installation.

Configuration 
Specification (CS) 
Document.

All Systems: Installation Testing    Requirements Testing    Functional Testing 

Design Specification 
(DS) Document.

Develop a Functional Specification 
(FS) Document

Describe the functions of the proposed system 
and how it will satisfy the requirements in the 
URS.  Be specific.
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Vague is OK as system 
not yet developed.

No additional 
testing required.

Testing of 
Configurable 
functions.

Additional software testing, 
such as code review, module 
testing, integration testing, etc.

Develop Detailed Specification Documents

Describe how the system will be configured or designed 
to perform the functions described in the FS.
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Develop Testing Documents

Create test protocols for the requirements and 
specifications in your URS, FS, and CS/DS Documents.
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Finalize Your Traceability Matrix

Verify the traceability matrix built during the validation 
process is complete and all requirements have 
corresponding tests.
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Run System Tests

Carefully execute the tests outlined in your test protocols.
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Maintain the System Under Change Control

Preserve the validated state through future changes.
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Vaisala’s Continuous Monitoring System is a safe choice for 
environmental monitoring, alarming, & reporting in life 
science industries. 

Thanks to the use of standard components and easily 
configured software, the system can be validated in just a 
couple of days.  

With easy validation, the Vaisala Continuous Monitoring 
System reduces total cost of ownership, as well as the risk of 
non-compliance with cGMPs that require validated systems.


