
Factors to Consider in Setting Adequate Overages 
of Vitamins and Minerals in Dietary Supplements

Seong Jae Yoo, Steven L. Walfish, John B. Atwater, 
Gabriel I. Giancaspro, and Nandakumara Sarma

USP Dietary Supplements Stakeholder Forum 
Wednesday, June 1, 2016



Provide readers with general information regarding regulatory 

requirements on the labelled claim for dietary supplements 

Describe factors to consider in establishing adequate overages of 

dietary ingredients to meet regulatory requirements

Discuss basic approaches to determine major factors that affect 

overages of dietary ingredients based on scientific data

Discuss strategies to minimize overages
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Purpose



• Regulatory requirements on the labelled claim for dietary 

supplements 

• IOM’s Tolerable Upper Limits (UL)

• Factors affecting overages - stability, process & test variabilities

• Determination of stability losses, processing variabilities, and 

testing variabilities

• Determination of total overage based on scientific data

• Strategies for minimizing overages
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Overview of the Stimuli article
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Take-Home Message

• Ensure nutrient contents meet the label claims.
• Keep overages below the ULs
• Assess stability profile and variabilities of 

process & testing
• Determine overages based on scientific data 

(stability & testing/process variabilities) 
• Consider strategies for minimizing overages
• Work with SMEs



Discussions 
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