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The views expressed in this presentation 
are those of the Speaker and do not 
necessarily represent the views or policies 
of the FDA.

Disclaimer
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• Dissolution Testing for Quality Control
• FDA Dissolution Database
• Summary

Outline
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• A (kinetic) process of a solid dissolving into a 
solution

• Is a prerequisite to drug absorption and in vivo 
performance for almost all solid oral drug 
products

• Testing is used for quality control (QC) to ensure 
drug product quality over the shelf life and batch-
to-batch consistency

Dissolution
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• Dissolution method is product-specific
• The method should be sensitive to 

possible changes in drug product quality
• Dissolution medium should be 

physiologically relevant

Dissolution Method 
Development for QC
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• At least 12 dosage units should be tested
• Samples collected until drug release is complete 

(at least 85% released or a plateau is reached)
• The %CV should be <20% at early time points 

and <10% at other time points
• The method should be validated and 

reproducible

Dissolution Method 
Development for QC
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Dissolution Testing for IR Drug 
Products with High Solubility Drug 

Substances

Acceptance Criterion is Q=80% in 30 minutes
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• To date, 1,518 dissolution methods are 
published

• These methods should be used as a 
starting point for method development

• Final method should be optimized and 
justified

FDA Dissolution Database
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FDA Dissolution Database



fda.gov/cdersbia 10

FDA Dissolution Database
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FDA Dissolution Database
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FDA Dissolution Database
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FDA Dissolution Database
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• PSG Batch Postings
• Requests from Applicants via External 

Correspondence Operation (ECO) 
System

• Prior Approval Supplements (PAS) for 
NDA

Database Updates
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• Methods using water as a medium were 
revised September 2023

• Water is not physiologically relevant
• Water lacks buffering capacity
• Applicants should develop a dissolution 

method for their proposed product

Water as a Dissolution Medium
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• Published dissolution methods should be used 
as a starting point for method development

• Dissolution method is product-specific
• Water is not a recommended dissolution 

medium
• Adequacy of the method and acceptance 

criterion/criteria will be determined during the 
assessment of the ANDA

Summary
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• Dissolution Methods (fda.gov) 
• Dissolution Testing and Acceptance Criteria for 

Immediate-Release Solid Oral Dosage Form 
Drug Products Containing High Solubility Drug 
Substances Guidance for Industry | FDA

• Tablet Scoring:Nomenclature, Labeling, and 
Data for Evaluation | FDA

Resources
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• Bhagwant Rege, Ph.D.
• Okpo Eradiri, Ph.D.
• Dissolution Database Working Group 
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