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Analytical Method Validation 
 

 

 

 
 

 

The Only Software That Has It All! 
 

• Calculations and reporting meet all current FDA/ICH/USP validation guidances – 
including the new USP <1210>! 

• Can be used for LC and Non-LC 
methods (e.g. GC, CE, Q-NMR)! 

• Automates LC method validation 
experiments on multiple instruments 
and CDS systems! 

• Regulatory accepted validation for 
both Small & Large Molecules! 

• Statistically rigorous and defensible 
robustness testing! 

• Handles multiple compounds – 
creates complete reports for each! 

• Shortens your LC method validation time by as much as 75%!  



 

Automated Experimentation for LC Method Validation 

Key Benefits 
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Method Validation Experiment Suite 

 
 
 
 
 
 
 
 
 

 
 
 

Non-LC Method Validation Experiments 



 

 



 

Automated LC Method Validation – Five Step Workflow 

 

 

 

 

 

Example Workflow – Combined Accuracy / Linearity / Repeatability 

Step 1 – You Complete the Simple Template 
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Step 2 – Fusion QbD Creates the Validation Experimental Design and Exports it to the CDS 

Step 3 – CDS runs the Validation Experiment 

Step 4 – Fusion QbD Imports and Analyzes the Chromatogram Results 
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Step 5 – Fusion QbD Automatically Creates Final Reports and Graphs 
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ICH Q2(R1): 



 

 



 

Experiment Setup – LC Robustness Example 
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The FMV Difference Lowers your Field Failure Risk 

• 
• 



 

 



 

International Pharma Co. Benchmarking Project  

Realized Time Savings = 85%. 

Using historical records* and adjusting for project 
complexity 



 

Minimum Expected Time Savings = 60%. 
  



 

S-Matrix Software Products and Support 

■ Fusion LC Method Development 

■ Fusion Analytical Method Validation 

■ Fusion Inhaler Testing 

■ Fusion Product Development 



 


