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The Brand Memo and the FDA
• While guidance documents are not binding, FDA often relies on 

them when conducting inspections, the results of which can spawn 
a chain of enforcement-oriented events

• 483s are shared with state regulators which, especially in the 
pharmacy context, can create meaningful enforcement liability

• 483s form the basis for FDA’s decision about the compliance status 
of an organization (now public)

• 483s can lead to Warning Letters, more frequent inspections, and 
more serious enforcement action (consent decrees, criminal 
enforcement)
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FDA Guidance Documents – A Sampling

• Establishing Pre-Amendment Device Status
– https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/MedicalDeviceQualityan

dCompliance/ucm379552.htm

• Distinguishing Device Recalls from Device Enhancements Guidance
– https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocu

ments/ucm418469.pdf

• When to file a 510(k) for a change to an existing device
– https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocu

ments/ucm514771.pdf

• General versus specific intended use guidance
– https://www.fda.gov/RegulatoryInformation/Guidances/ucm073944.htm

• Design Control Guidance for Medical Device Manufacturers
– https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDo

cuments/UCM070642.pdf
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FDA Guidance Documents – A Sampling

• Data Integrity and Compliance with cGMP Guidance
– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInfor

mation/Guidances/UCM495891.pdf

• Sterile Drug Products Produced by Aseptic Processing
– https://www.fda.gov/downloads/Drugs/Guidances/ucm070342.pdf

• Insanitary Conditions at Compounding Pharmacies Guidance
– https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinform

ation/guidances/ucm514666.pdf

• Compounding Copies of Commercially Available Drug Products Guidance
– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInfor

mation/Guidances/UCM510154.pdf



2018 FDLI Annual Conference | Access materials at fdli.org/annual2018

FDA Guidance Documents – A Sampling

• Good Re-Print Practice Guidance
– https://www.fda.gov/RegulatoryInformation/Guidances/ucm125126.htm

• Responding to Unsolicited Requests For Off-Label Information Guidance
– https://www.fda.gov/downloads/drugs/guidances/ucm285145.pdf

• Seafood HACCP and FSMA Guidance
– https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocume

ntsRegulatoryInformation/UCM569798.pdf

• Highly Concentrated Caffeine in Dietary Supplements Guidance
– https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocume

ntsRegulatoryInformation/UCM604319.pdf
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