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Outline
• Resources
• Law – Food, Drug, and Cosmetic Act
Judicial Deference

• Regulation – Code of Federal 
Regulations

• Policy – Guidance
• Administrative Procedures
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Resources

• FDA Law, Regulation, and Policy
• Judicial Deference to Agency Action, Engage 

Vol. 9, Issue 3
• CRS Report – A Brief Overview of 

Rulemaking and Judicial Review
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Law – Federal Food, Drug, and 
Cosmetic Act

• See https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
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https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act


Law – Federal Food, Drug, and 
Cosmetic Act
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• See https://www.fda.gov/regulatory-information/laws-enforced-fda/selected-amendments-fdc-act

https://www.fda.gov/regulatory-information/laws-enforced-fda/selected-amendments-fdc-act


Law – Federal Food, Drug, and 
Cosmetic Act
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• See https://www.fda.gov/regulatory-information/laws-enforced-fda/selected-amendments-fdc-act

https://www.fda.gov/regulatory-information/laws-enforced-fda/selected-amendments-fdc-act
https://www.fda.gov/regulatory-information/laws-enforced-fda/selected-amendments-fdc-act


Law – Federal Food, Drug, and 
Cosmetic Act (cont’d)

• Judicial Deference – how judiciary interprets 
statutes and administrative actions
 Administrative agencies – delegated authority 

and expertise
Deference rule – courts defer to reasonable 

interpretation by administrative agency 
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Regulation – CFR
• Code of Federal Regulations (CFR), 21 CFR 10.40
• Administrative Procedures Act (APA) – prescribes procedures 

for agency actions i.e., rulemaking, and sets standards for 
judicial review (arbitrary and capricious standard)
 Informal/Notice and Comment

- Notice of proposed rulemaking
- Comment period
- Final Rule

 Formal
 Hybrid 
 Direct Final 
 Negotiated
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Regulation – CFR
• See https://www.ecfr.gov/
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https://www.ecfr.gov/


Regulation – FR Notices
• See https://www.fda.gov/regulatory-information/dockets-management/federal-register-fr-notices
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https://www.fda.gov/regulatory-information/dockets-management/federal-register-fr-notices


Policy – Guidances
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• Section 701(h) FDCA, Good Guidance Practices – 21 CFR 10.115 
• Overview:

 Guidance documents explain the agency’s interpretation of, or policy on, a 
regulatory issue 

 Does not create or confer any rights for or on any person and do not operate 
to bind FDA or the public

 Alternative approach can be used if the approach satisfies the requirements 
of the applicable statutes and regulations

• Although guidance documents are not binding on FDA, FDA employees must not 
deviate from guidances without appropriate justification and supervisory 
concurrence, section 701(h) FDCA

• Types:
 Level 1 Guidance – set forth the agency’s initial interpretations of new 

significant regulatory requirements; describe substantial changes in FDA’s 
earlier interpretation or policy; and deal with complex scientific or highly 
controversial issues

 Level 2 Guidance – usually address existing practices or minor changes in 
FDA’s interpretation or policy



Policy – Guidances (cont’d)
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• See https://www.fda.gov/regulatory-information/search-fda-guidance-documents

https://www.fda.gov/regulatory-information/search-fda-guidance-documents


Administrative Procedures
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• Petitions, 21 CFR Part 10
• Citizen Petitions, 21 CFR 10.30 
 Any “interested person” can petition Commissioner to: 

- Issue, amend or revoke a regulation 
- Issue, amend or revoke an order
- Take or refrain from taking any other form of administrative action 

• Petition for Reconsideration, 21 CFR 10.33
 Any “interested person” may ask FDA to reconsider a decision on a 

citizen petition 
• Petition for Stay of Action, 21 CFR 10.35 
 Any “interested person” may ask FDA to stay the effective date of any 

administrative action for a specific or indefinite period of time 
• Judicial Review of Final Action on a Petition 



Administrative Procedures
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• Hearings
• Formal Evidentiary Public Hearing, 21 CFR Part 12

 Where FDA proposes to deny or revoke the approval to market a medical 
product or on any matter when “it would be in the public interest to do so” 

• Hearing Before A Public Board of Inquiry, 21 CFR Part 13
 For situations involving complex scientific and medical issues 

• Public Hearing Before a Public Advisory Committee, 21 CFR Part 14
 Advisory committees provide FDA advice on both policy matters and on 

specific technical or scientific issues, which might relate to pending 
regulatory decisions 

• Public  Hearing Before the FDA Commissioner, 21 CFR Part 15
 Used when required under specific statutory or regulatory provisions, or at 

the Agency’s discretion on complex or controversial regulatory matters  
• Regulatory Hearings, 21 CFR Part 16

 called at discretion of Commissioner when considering regulatory action, or 
when provided by law or regulation
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