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Disclaimer

This presentation reflects the view of the presenter and 
should not be construed to represent FDA’s views or 
policies.
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FDA Regulatory Policy 

Operating Principle:

• The FDA’s regulatory framework is a science-based 
system grounded in federal law, primarily the Federal 
Food, Drug, and Cosmetic (FD&C) Act. 

• It is designed to ensure the safety, effectiveness, and 
security of drugs, medical devices, and food products. 

• The framework applies a risk-based approach across the 
product lifecycle, including: 
• Pre-market evaluation and approval 
• Manufacturing quality standards (CGMP) 
• Post-market surveillance and monitoring 

• Decision-making is driven by the continuous interaction 
of law, science, and risk assessment.
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Why this conversation matters

Dissolution remains a standard expectation for many solid oral products, but the regulatory value of 
the test is product-dependent. 

For some products, conventional QC dissolution is sufficient to assure performance, but often not 
clinically relevant and potentially redundant to other quality measures. 

For others, a purely QC-centric method can be scientifically disconnected from the real decision at 
hand: approval, additional-strength bridging, postapproval change, or investigation of outlier 
performance. 

Dissolution should be assessed by its fitness for the decision it is asked to support
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Dissolution is Evolving and FDA Policy is Adapting







Regulatory Flexibility 
Increasing reliance on PBPK and M&S

• Supports biowaivers

• Supports 
formulation bridging

• Predicts absorption

• Informs 
specifications

Pharmaceutics 2025, 17(11), 1413; https://doi.org/10.3390/pharmaceutics17111413
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