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Federal regulations are enforceable laws authorized by major legislation enacted by Congress. 
The Clean Air Act, the Endangered Species Act, the Civil Rights Act are all examples of 
landmark legislation requiring months, even years of highly publicized planning, debate, 
compromise and reconciliation in Congress. Yet the work of creating the vast and ever-growing 
volumes of federal regulations, the real laws behind the acts, happens largely unnoticed in the 
offices of the government agencies rather than the halls of Congress. 

Regulatory agencies create regulations according to rules and processes defined by another law 
known as the Administration Procedure Act (APA). 

Under the APA, the agencies must publish all proposed new regulations in the Federal Register 
at least 30 days before they take effect, and they must provide a way for interested parties to 
comment, offer amendments, or to object to the regulation. 

Some regulations require only publication and an opportunity for comments to become effective. 
Others require publication and one or more formal public hearings.  Regulations requiring 
hearings can take several months to become final. 

New regulations or amendments to existing regulations are known as "proposed rules." Notices 
of public hearings or requests for comments on proposed rules are published in the Federal 
Register, on the Web sites of the regulatory agencies and in many newspapers and other 
publications. The notices will include information on how to submit comments, or participate in 
public hearings on the proposed rule. 

Once a regulation takes effect, it becomes a "final rule" and is printed in the Federal Register, the 
Code of Federal Regulations (CFR) and usually posted on the Web site of the regulatory agency. 

Rulemaking processes are generally designed to ensure that 

• the public is informed of proposed rules before they take effect; 
• the public can comment on the proposed rules and provide additional data to the agency; 
• the public can access the rulemaking record and analyze the data and analysis behind a 

proposed rule; 
• the agency analyzes and responds to the public's comments; 
• the agency creates a permanent record of its analysis and the process; 
• the agency's actions can be reviewed by a judge or others to ensure the correct process 

was followed. 

 



For example, a typical U.S. federal rulemaking would contain these steps: 

• Legislation. The U.S. Congress passes a law, containing an organic statute that creates a 
new administrative agency, and that outlines general goals the agency is to pursue 
through its rulemaking. Similarly, Congress may prescribe such goals and rulemaking 
duties to a pre-existing agency. 

• Advance Notice of Proposed Rulemaking. This optional step entails publishing the 
agency's initial analysis of the subject matter, often asking for early public input on key 
issues. Any data or communications regarding the upcoming rule would be made 
available to the public for review.  

• Proposed Rule. In this step, the agency publishes the actual proposed regulatory 
language in the Federal Register; in which a discussion of the justification and analysis 
behind the rule is printed, as well as the agency's response to any public comment on the 
advance notice. 

• Public comment. Once a proposed rule is published in the Federal Register, a public 
comment period begins, allowing the public to submit written comments to the agency. 
Most agencies are required to respond to every issue raised in the comments. Depending 
on the complexity of the rule, comment periods may last for 30 to even 180 days. 

• Final Rule. Usually, the proposed rule becomes the final rule with some minor 
modifications. In this step, the agency publishes a full response to issues raised by public 
comments and an updated analysis and justification for the rule, including an analysis of 
any new data submitted by the public. In some cases, the agency may publish a second 
draft proposed rule, especially if the new draft is so different from the proposed rule that 
it raises new issues that have not been submitted to public comment. This again appears 
in the Federal Register, and if no further steps are taken by the public or interested 
parties, is codified into the Code of Federal Regulations. 

• Judicial review. In some cases, members of the public or regulated parties file a lawsuit 
alleging that the rulemaking is improper. While courts generally offer significant 
deference to the agency's technical expertise, they do review closely whether the 
regulation exceeds the rulemaking authority granted by the authorizing legislation and 
whether the agency properly followed the process for public notice and comment. 

• Effective date. Except in extraordinary circumstances, the rule does not become effective 
for some time after its initial publication to allow regulated parties to come into 
compliance. Some rules provide several years for compliance. 

Public comments are the heart of the public’s ability to participate in the rulemaking process. 
The agency rulemaking is usually required to consider and publish a written response to all 
comments. Although high-profile rulemakings may include public hearings, most rulemakings 
are simply noticed in the Federal Register with a call for written comments by a set deadline. 


