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What is GMP Software Validation?  
Pharmaceutical, Biotechnology, Dietary Supplement, and Medical Device manufacturers must 
undergo software validation to ensure that their computerized system or computer software is 
compliant with all FDA regulations, and Good Manufacturing Practices (GMP) and Good Automated 
Manufacturing Practices (GAMP) standards.  

The goal of the validation process is to verify that the software being used in the manufacturing 
process is FDA-compliant, meets its intended purpose, and has no installation or 
performance issues that could negatively impact the 
production cycle, ingredients, materials or finished 
product.  

Although the FDA requires that all 
manufacturing software be validated, it 
does not know the intended purpose 
of each piece of software and cannot 
offer specific guidance on how to 
conduct this complex process. 
It is up to the manufacturer to 
determine the exact specifications 
of their unique validation process.  

The following article will help 
manufacturers better understand 
validation by tracing the process used to 
validate our InstantGMPTM software from 
the development phase to the final system 
release. 

Software Development  
Life Cycle (SDLC)  
We began the software development of our InstantGMPTM software with a SDLC process composed 
of the planning, writing, testing and implementing procedures needed to create a software system. 
The first step of this process was to determine the exact user requirements of our software system.    
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User Requirement Specifications    
“What would the perfect all-in-one software solution be required to do in order to satisfy all of the 
different elements of manufacturing?” To answer this question, we assembled a panel of Quality, 
Manufacturing, Facility Design, and Packaging Experts to create a blueprint of what they would need 
to control with a software system. For six months, these experts worked with a software developer 
to determine the specific requirements needed to write the InstantGMPTM software.  

Functional Specifications  
Once the requirements were determined, our 
next step of the development process was 
to establish how the software will make 
each of the defined user requirements 
functional. Along with the ability to 
perform all of the user requirements, 
the functional specifications process 
also designates the error alerts that 
correspond to each user requirement 
to ensure accuracy and avoid 
discrepancies. 

Detailed Design 
Specifications (DDS)   
In this phase of the process, we described how 
the software functionality identified in the functional 
specifications will be developed and implemented. To accomplish 
this, our developers specified the various rules, exceptions, and user roles, then 
determined how each of these components needed to be configured.    

Test Scripts    
Once the previous steps were completed, we wrote test scripts to demonstrate how the software 
will perform after installation. These tests were conducted in a simulated environment to reduce the 
chances of any risks and help the rest of the validation process run smoothly.     
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Traceability Matrix     
To describe the connections between the user requirements, functional specifications, 
detailed design specifications and the test scripts, our developers relied on a Traceability 
Matrix. This method provided our developers with cross-referenceable documented 
evidence which confirmed that the software met all intended requirements, functions 
and specifications. 

Once all of these steps were fulfilled in the software development process, we 
proceeded to perform the Validation Process.  

Computer System  
Validation Process

Computer System 
Validation Policy 
and Master 
Validation Plan    
First, we had to create a Computer System 
Validation (CSV) Policy to explain our 
overarching procedure for validation before 
commencing with the process. This document 
then formed the baseline for a Master Validation 
Plan that listed the aspects of the software system that 
would be validated and the methods that would be used in the validation 
process. After these two required documents were approved, we began the 
validation process.  

Installation Qualification    
To confirm that the software was successfully installed on a server according 
to all system specifications, user requirements and FDA regulations, our 
operators followed every step, screenshot and diagram that were outlined in a 
detailed installation qualification document.    
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Operational Qualification   
In order to make certain that the software operated properly after installation, we ran an innovative 
computerized testing program that filled out every form, executed every keystroke, clicked every 
button, and double-checked every error message. This automated program ran 41 consecutive test 
scripts and took approximately six days to complete. Immediately following 
the program’s completion, we not only drafted a report to verify 
that all of the test scripts ran properly, we also created 
a validation summary of the entire undertaking from 
software development to the  validation process.  
 
Once all of those development and validation 
processes were successfully executed, a system 
release for the software was scheduled - yet there 
were additional requirements needed to properly 
document the validation process.  

Standard Operating 
Procedures (SOPs)   
Prior to the final phase of the validation process,  we 
developed and implemented a series of Standard Operating 
Procedures (SOP) that defined how we manage ourselves. These 
SOPs ensures the FDA that our software is properly validated by operators 
who have gone through all of the necessary training to conduct a validation process.  
 
As you can see, the entire software validation process is complex, costly and time consuming. 
However, InstantGMPTM can relieve you of the burdens associated with validation. 

The Benefits of InstantGMPTM Software with 
Built-In Validation    
Purchasing a software system for your manufacturing facility is an expensive investment - and it’s 
not guaranteed to perform as intended right out of the box. In order to ensure that the software 
can be successfully installed, meet all user requirements, and adhere to FDA regulations, it needs to 
be validated. To use a third-party validation service, your facility has to commit $500,000 - or the 
equivalent of billable time if you conduct the validation process internally. Fortunately, there is a 
better option for you: InstantGMPTM all-in-one manufacturing software.   
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Rather than spend a considerable amount of money or invest a significant amount of time to pursue 
validation, InstantGMPTM’s built-in validation feature relieves your facility of the financial strains and 
production disruptions that are unfortunate symptoms of this necessary process. 

InstantGMPTM is validated to comply with 21 CFR part 11: Electronic Documentation and Electronic 
Signatures, Good Automated Manufacturing Practice (GAMP 5), ISO 9001, ISO 13485 (Medical 
Devices), (EMEA) Guidelines to Good Manufacturing Practices - Annex 11 and the FDA General 
Principles of Software Validation. 
 
Our cloud-based, all-in-one manufacturing execution software - unlike other systems - includes 
quarterly validation in the total purchase cost. By offering validation as part of the complete 
software package, InstantGMPTM gives you the confidence to focus on day-to-day operations 
without having to worry about any system or compliance issues.  

To schedule a demo of our all-in-one manufacturing software solution with built-in 
validation, please contact us today!

INSTANTGMP.COM  |  919.657.0950

      


