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Good Regulatory 
Practices (GRPs)

• Facilitates public participation

• Promotes accountability and 
transparency throughout rulemaking

• Provides greater certainty to 
stakeholders

• Conveys regulatory requirements in a 
timely manner

• Builds trust

Accessible and consistent 
communication:

Accessible and consistent 
communication is an essential 
part of good regulatory practice.
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Public 
Engagement
In 2023, the Office of Information 
and Regulatory Affairs issued a 
memorandum providing guidance 
on how agencies can better 
engage members of the public 
when developing a regulation, 
including members of 
underserved communities.

One aspect focuses on ensuring that agency 

policies on communication during the 

rulemaking process promote accessible, 

equitable, and meaningful participation and 

engagement, especially early on in setting 

regulatory priorities and in the early stages 

of rule development before a proposed 

regulation is issued for comment. 

https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-
regulatory-process/

https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
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• The regulatory process and 
opportunities for input

• Specific regulations or issues 
that agencies are considering

• Effective ways of participating

Barriers that impede 
greater stakeholder 
participation in the 
rulemaking process 
include lack of 
awareness or 
knowledge about:

• Barriers related to the time it takes for 
participation

• Language and communication access

• Physical access

• Internet access, accessibility, and digital 
literacy

• Lack of trust in government

Individuals may face other 
barriers to participation, such 
as:

https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-
regulatory-process/

https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
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• Plan and prioritize their participation and engagement 
activities

• Recognize engagement strategies may be different for each 
regulation

• Intentionally plan and prioritize regulatory activities to 
determine where they should direct resources to maximize 
the quality of participation and engagement, including 
underserved communities

The guidance recommends that agencies:

https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-
regulatory-process/

https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
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Federal Register
Official daily publication for 
agency rules, proposed rules, 
notices of Federal agencies 
and organizations, as well as 
for Executive Orders and 
other presidential documents

https://www.federalregister.gov/

https://www.federalregister.gov/
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Unified Agenda
Provides information about 
new regulations that the 
government is considering 
and existing regulations the 
government is reviewing

https://www.reginfo.gov/public/do/eAgendaMain

https://www.reginfo.gov/public/do/eAgendaMain
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FDA-TRACK
Updated agenda of upcoming 
rulemakings

https://www.fda.gov/about-fda/fda-track-agency-wide-program-performance/fda-track-unified-agenda-track

https://www.fda.gov/about-fda/fda-track-agency-wide-program-performance/fda-track-unified-agenda-track
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Regulations.gov
Provides information on the 
development of Federal 
Regulations and other related 
documents issued by the U.S. 
government

https://www.regulations.gov/

https://www.regulations.gov/
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Dockets
Collection of documents 
related to a rulemaking or 
other action

https://www.regulations.gov/

https://www.regulations.gov/
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Plain Language
Clear, concise, well-organized 
communications that the 
public can understand and 
use

https://www.fda.gov/about-fda/plain-writing-its-law

• The Plain Writing Act of 2010 requires that 
all federal agencies use “clear government 
communication that the public can 
understand and use.” 

• FDA proactively expands awareness about 
the Plain Writing Act to FDA employees:
• Provides training to educate staff
• Uses plain language awards to 

recognize excellence in communication

• Plain language also facilitates public 
comment on proposed regulations.

https://www.fda.gov/about-fda/plain-writing-its-law
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Accessibility
Accessibility can be measured 
by how successfully a person 
with a disability can locate, 
get to, and understand the 
wanted or needed 
information.

https://www.fda.gov/about-fda/accessibility-fda/accessibility-guidance-and-checklists

https://www.fda.gov/about-fda/accessibility-fda/accessibility-guidance-and-checklists
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FDA Website
Includes information related to 
proposed and final regulations, 
including:

• Links to the Federal Register 
Notice and docket

• Ability to register for 
automatic email updates, as 
well as 

• Other information that can 
support understanding of 
proposed and final regulations
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FDA Website
Includes preliminary and final 
regulatory impact analyses in 
a searchable format

https://www.fda.gov/about-fda/economics-staff/regulatory-impact-analyses-ria

https://www.fda.gov/about-fda/economics-staff/regulatory-impact-analyses-ria
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Meetings, 
Conferences, and 
Workshops

Virtual or in-person events 
can facilitate and support 
public participation on 
proposed regulations as well 
as communicate about final 
regulations. 

Following meetings, FDA 
makes recordings and 
transcripts available on our 
website.

• Webinar to provide information on the 
proposed rule regarding Laboratory Developed 
Tests

• Public workshop to obtain public input on the 
appropriate use of voluntary consensus 
standards in premarket submissions for 
medical devices

• Public workshop to communicate how to use 
and reference standards in device submissions

Examples of past events include:

https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops

https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops
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Guidance 
Documents

Documents prepared for FDA 
staff, applicants/sponsors, and 
the public that describe the 
Agency’s interpretation of or 
policy on a regulatory issue.

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

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

• https://www.federalregister.gov/

• https://www.fda.gov/about-fda/fda-track-agency-wide-
program-performance/fda-track-unified-agenda-track

• https://www.regulations.gov/

• https://www.fda.gov/about-fda/plain-writing-its-law

• https://www.fda.gov/about-fda/economics-
staff/regulatory-impact-analyses-ria

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

https://www.federalregister.gov/
https://www.fda.gov/about-fda/fda-track-agency-wide-program-performance/fda-track-unified-agenda-track
https://www.fda.gov/about-fda/fda-track-agency-wide-program-performance/fda-track-unified-agenda-track
https://www.regulations.gov/
https://www.fda.gov/about-fda/plain-writing-its-law
https://www.fda.gov/about-fda/economics-staff/regulatory-impact-analyses-ria
https://www.fda.gov/about-fda/economics-staff/regulatory-impact-analyses-ria
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents



