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Section 503A - Exemptions 
• 503A describes the conditions under which certain compounded 

human drug products are entitled to exemptions from three 
sections of the FDCA requiring: 
• FDA approval prior to marketing (section 505) 
• Compliance with current good manufacturing practice 

(CGMP) (section 501(a)(2)(B)); and 
• Labeling with adequate directions for use (section 502(f)(1))  

• Pharmacies that qualify for the exemptions are still subject to 
other Federal requirements, including those regarding 
preparing, packing or holding drug products under insanitary 
conditions 
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Section 503A - Conditions 
• Conditions that must be met for compounded drug 

products to qualify for the exemptions under 
section 503A include: 
o Receipt of valid prescriptions for individually-identified 

patients 
o Bulk drug substances (active ingredients) used in 

compounding must:  
• Comply with applicable monograph standards;  
• Be components of approved drugs; or 
• Be on a list of bulk drugs developed by FDA of bulk 

drug substances acceptable for compounding 
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Evidence Review 

• Prescription log 
• Individual prescriptions 
• Batch records 
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Prescription Log 
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Prescription Log 
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Prescription Log 
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Individual Prescriptions 
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Individual Prescriptions 
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Individual Prescriptions 
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Batch Record 
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Batch Record 
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Questions? 
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