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Laws, Regulations & 
Guidances

• Laws
– Legislative Branch (Congress)
– Published in the United States Code (USC)

• Regulations
– Executive Branch (Departments & Agencies)
– Code of Federal Regulations (CFR)

• Guidances
– Agencies



Code of Federal Regulations
• Codification of general and permanent 

rules
• Published annually in the Federal Register
• 50 subject titles

– Chapters
– Parts 
– Subparts



Clinical Trial Regulations
• Title 45 Part 46 
• Title 21 including Parts 11, 50, 54, 56, 

312, 600, 812
• Regulations are open to interpretation

– Title 45 Part  46: Office for Human 
Research Protections (OHRP) 

– Title 21 and its subparts: FDA 



Title 45  Part 46
• Regulates protection of human subjects in 

HHS funded research
• Human subject means a living individual 

about whom an investigator conducting 
research obtains either:
– Data through intervention or interaction with 

the individual
– Identifiable private information



Title 45  Part 46 Subpart A

• Protection of Human Subjects (1974, 
revised in 1981, 1991, 2018)
– Referred to as the Common Rule (1991)

http://www.hhs.gov/ohrp/ 

http://www.hhs.gov/ohrp/


45 CFR 46: Subparts B - E
• Subpart B: Pregnant Women, Human 

Fetuses and Neonates in Research (1975, 
revised 2001)

• Subpart C: Biomedical and Behavioral  
Research Involving Prisoners as Subjects 
(1978)

• Subpart D: Children Involved as Subjects 
in Research (1983)

• Subpart E: Registration of IRBs (2009)



OHRP Guidance

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/index.html


Title 21 - FDA

• Part 11: Electronic records and signature
• Part 50: Protection of human subjects 

– Subpart D: Additional Safeguards for Children in 
Clinical Investigations 

• Part 54: Financial disclosure by clinical 
investigators

• Part 56: Institutional review boards 
• Part 312: Investigational New Drug 

application
• Part 600: Biologic Products
• Part 812: Investigational Device Exemptions



FDA Guidances

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


FDA Clinical Trials Guidance 
Documents

https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/clinical-trials-guidance-documents
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/clinical-trials-guidance-documents


OHRP

  



Summary
• Regulations come from laws passed by 

Congress 
• Existing laws and regulations may change 

to address new issues or concerns
• Guidelines provide direction and are not 

legally binding
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