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Endocrine Disruption Testing:  
Relevant US Federal Laws, Regulations, Guidelines, and Recommendations 

Agency, 
Center, or 

Office 

Regulated 
Products 

Statutory Safety 
Requirements  Regulations Guidelines and 

Recommendations 

FDA/CDER Pharmaceuticals 

Federal Food, 
Drug, and 

Cosmetic Act 
(U.S.C. Title 21, 

Chapter 9) 

 

Public Health 
Service Act 

(U.S.C. Title 42, 
Chapter 6A) 

None Specific to 
Endocrine 
Disruption 

No Specific 
Guidelines, 

Guidances, or 
Recommendations 

EPA/OPPTS 

Chemicals as 
defined by 

Section 5 of the 
Act 

 

Toxic Substances 
Control Act 

(U.S.C. Title 15, 
Chapter 53) 

 

Federal 
Insecticide, 

Fungicide, and 
Rodenticide Act 
(U.S.C. Title 7, 

Chapter 6) 

 

Federal Food, 
Drug, and 

Cosmetic Act 
(U.S.C. Title 21, 

346a) 

None Specific to 
Endocrine 
Disruption 

OPPTS 890.1300 
(2009) Pesticides 

Deleterious 
substances 

added to food 

CPSC Consumer 
Products 

Federal 
Hazardous 

Substances Act 
(U.S.C. Title 15, 
Chapters 1261-

1278) 

None Specific to 
Endocrine 
Disruption 

No Specific 
Guidelines, 

Guidances, or 
Recommendations 

OSHA Chemicals 

Occupational 
Safety and Health 

Act of 1970 
(U.S.C. Title 29, 

Chapter 15) 

None Specific to 
Endocrine 
Disruption 

No Specific 
Guidelines, 

Guidances, or 
Recommendations 
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Relevant Endocrine Disruption Regulations and Guidelines 
Europe 

Agency, 
Center, or 

Office 
Regulated Products Regulations and Directives 

EU 

Substances and Mixtures No Specific Regulations or Directives 

Pesticides No Specific Regulations or Directives 

Chemicals No Specific Regulations or Directives 

Relevant Endocrine Disruption Regulations and Guidelines 
International 

Organizations Regulated Products Guidelines, Guidance, and Recommendations 

GHS Chemicals No Specific Guidelines, Guidances, or 
Recommendations 

ISO Medical Devices No Specific Guidelines, Guidances, or 
Recommendations 

OECD Chemicals OECD Test Guideline 455 (2009) 

ICH Pharmaceuticals No Specific Guidelines, Guidances, or 
Recommendations 

Abbreviations: CDER = Center for Drug Evaluation and Research; CFR = Code of Federal Regulations; 
CPSC = U.S. Consumer Product Safety Commission; EC = European Community; EEC = European 
Economic Community; EPA = U.S. Environmental Protection Agency; EU = European Union; FDA = U.S. 
Food and Drug Administration; GHS = Globally Harmonized System of Classification and Labelling of 
Chemicals; ICH = International Conference on Harmonisation of Technical Requirements for Registration of 
Pharmaceuticals for Human Use; ISO = International Organization for Standardization; NA = not available; 
OECD = Organisation for Economic Co-operation and Development; OPPTS = Office of Prevention, 
Pesticides and Toxic Substances; OSHA = U.S. Occupational Safety and Health Administration; US = United 
States; U.S.C. = United States Code 

 


