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Disclaimer

I am not a lawyer, and this presentation does not constitute legal 
advice. Opinions are my own and not necessarily those of NVHR. 
Please consult your in-house counsel for legal advice.
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1. What are 
regulations again?



A regulation implements or enforces a law

Laws
• Written/passed by Legislative 
• Signed by the Executive 
• May allow or require the 

Executive Branch to issue regs

Regulations
• Written by Executive agencies
• Set standards for enforcing and 

implementing specific law(s)
• Published in the Federal Register



2. Why do 
regulations matter?



Regulations have the force of law...for good or 
for bad



Example Law: Affordable Care Act, Section 
1557, Prohibiting Discrimination in Healthcare

Regulation: 2021
• Executive Branch interpreted* 

ACA sex discrimination 
protections to include:
• Gender identity
• Sexual orientation

Regulation: 2025
• Executive Branch rescinded** 

this interpretation

* 86 FR 27984 (May 25, 2021) ** 90 FR 20393 (May 13, 2025) 

https://www.federalregister.gov/documents/2021/05/25/2021-10477/notification-of-interpretation-and-enforcement-of-section-1557-of-the-affordable-care-act-and-title
https://www.federalregister.gov/documents/2025/05/14/2025-08393/notification-of-hhs-documents-identified-for-rescission


3. How can we 
influence regulations 
(and other policies)?



Federal law requires allowing public input

5 U.S. Code § 553 - Rule making
(c) After notice required by this section, the agency shall give 
interested persons an opportunity to participate in the rule 
making through submission of written data, views, or arguments 
with or without opportunity for oral presentation.
(e) Each agency shall give an interested person the right to petition 
for the issuance, amendment, or repeal of a rule.

2 CFR § 200.202 - Program planning and design
(b) Federal agencies should develop programs in consultation with 
communities benefiting from or impacted by the program.

https://www.law.cornell.edu/uscode/text/5/553
https://www.law.cornell.edu/uscode/text/5/553
https://www.law.cornell.edu/uscode/text/5/553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-1419699195-1277204883&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-991716523-1277204884&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-663839537-1277204887&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-663839537-1277204887&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-1419699195-1277204883&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-991716523-1277204884&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.law.cornell.edu/definitions/uscode.php?width=840&height=800&iframe=true&def_id=5-USC-3512060-1277204886&term_occur=999&term_src=title:5:part:I:chapter:5:subchapter:II:section:553
https://www.ecfr.gov/current/title-2/subtitle-A/chapter-II/part-200/subpart-C/section-200.202
https://www.ecfr.gov/current/title-2/subtitle-A/chapter-II/part-200/subpart-C/section-200.202
https://www.ecfr.gov/current/title-2/subtitle-A/chapter-II/part-200/subpart-C/section-200.202


Submit public comments at each step in the 
regulatory (“rulemaking”) process!
1. Before: Advanced Notice of Proposed Rulemaking

• Agencies evaluate the costs vs. benefits of issuing a new rule and post their 
evaluation in the Federal Register (federalregister.gov) for comment.

• Public can comment at regulations.gov on whether to issue a new rule.

2. During: Notice of Proposed Rulemaking & Public Comment
• After deciding to issue a rule, agencies post the text of a proposed rule in the 

Federal Register for a public comment period (often 60 days).
• Public can comment at regulations.gov on the draft proposed rule.

3. After: Final Rule
• Agencies must review all public comments and respond to them 

comments when issuing (or deciding to withdraw) their final rules.
 

Source: https://www.regulations.gov/learn

https://www.federalregister.gov/
https://www.regulations.gov/
https://www.regulations.gov/
https://www.regulations.gov/learn


4. When has it made 
a difference?



Examples of when public comment made a 
difference in national or federal rulemaking
Proposed Policy or Rule Before After

U.S. Preventive Services Task 
Force, Hepatitis C Screening 
Recommendation, 2012*

“C” grade
- Screening of minimal benefit. 
- Coverage not required.

“B” grade
- Screening of moderate benefit.
- Health plan coverage required.

Drug Enforcement 
Administration (DEA) and U.S. 
Department of Health and 
Human Services (HHS) Joint 
Notices of Proposed 
Rulemaking, 2023**

End COVID-19 era flexibilities 
allowing clinicians to prescribe 
controlled substances (including 
buprenorphine for treatment of 
opioid use disorder) without an 
in-person visit and via audio-only

After receiving 38,369 public 
comments, DEA and HHS 
extended the COVID-19 
telehealth flexibilities for the 
fourth time, for another year, 
through December 31, 2026.

Office of Management and 
Budget, Regulation for Federal 
Financial Assistance, 2026

All federal discretionary 
grantmaking would be up to 
political appointees and could be 
terminated at any time.

TBD: As of July 12, 2026, OMB 
had received 278,884 public 
comments on the draft rule!!!

* USPSTF recommendations are not federal regulations, but because the ACA requires health plans to 
cover preventive services with an “A” or “B” rating, they affect the law’s implementation. Edlin, 2012. 

https://www.federalregister.gov/documents/2025/12/31/2025-24123/fourth-temporary-extension-of-covid-19-telemedicine-flexibilities-for-prescription-of-controlled
https://www.federalregister.gov/documents/2025/12/31/2025-24123/fourth-temporary-extension-of-covid-19-telemedicine-flexibilities-for-prescription-of-controlled
https://www.regulations.gov/document/OMB-2026-0034-0001/comment
https://www.regulations.gov/document/OMB-2026-0034-0001/comment
https://pmc.ncbi.nlm.nih.gov/articles/PMC4751877/


What if the Executive Branch ignores 
comments?
• Plaintiffs (people/organizations) suing the Executive Branch to 

oppose or overturn a draft or final rule can cite public comments
• Judges can cite public comments when considering plaintiff’s 

arguments when they are suing for or against a proposed rule*
• Congress can reject and overturn regulations that it opposes** 

and may pay closer attention if a rule has widespread opposition

Sources:
 * Network for Public Health Law
** Reginfo, OMB Office of Information and Regulatory Affairs

https://healthlaw.org/resource/do-my-comments-really-matter-demystifying-the-public-comment-process/
https://www.reginfo.gov/public/jsp/Utilities/faq.jsp
https://www.reginfo.gov/public/jsp/Utilities/faq.jsp


5. Where do I start?



Look out for public comment opportunities

• Subscribe to health policy updates (see Resources slide)
• Check social media (especially LinkedIn); many experts post there
• Individuals and groups often post analyses of public comments 

and sample talking points
• Note: It is very important to use your own words when submitting public 

comments. The federal government may ignore duplicate comments.



How to analyze a proposed rule

• Review the rule
• Read what other people whose opinions you trust have written about it
• (Put the draft rule into AI and ask it for a summary—might be inaccurate)
• If you enjoy diving into the weeds, copy the rule into a Word/google 

document or print it out and make your comments in the margins

• Think about how the rule would affect your work and the people 
you serve. If you have time, gather stories, data, cost info, etc. 

• Draft bullet points summarizing whether you support or oppose 
the proposed rule and why, overall and as needed, by section



How to comment on a proposed rule

1. Go to federalregister.gov 
2. Look for the rule by topic, title 

or Docket Number (e.g., CMS-
2454-IFC) 

3. Click on “Submit a Public 
Comment”

4. Fill out the form or upload a 
letter. If you write a letter, 
include the Docket#.

5. If commenting on a specific 
section, name that section 
(e.g., Section 435.557).



Sample comment #1 on Medicaid work rule



Sample comment #2: Medicaid work rule



Practice Run: Submit comments on the Medicaid 
Work Requirements, Interim Final Rule
• Review this analysis of the Interim Final Rule by the HIV and 

Hepatitis Policy Institute (or a similar organization)
• Draft comments on how this rule would affect people with viral 

hepatitis and other comorbidities using your own language
• Submit your comments by July 31, 2026 at 

https://www.regulations.gov/commenton/CMS-2026-2047-0002
• Find out if you can comment on behalf of your organization. 
• If not, you can comment anonymously or as an individual and include a 

note that says something like “These opinions letter are my own and do 
not necessarily represent those of my employer or its funders.”

https://hivhep.org/press-releases/cms-fails-to-exempt-people-living-with-hiv-from-medicaid-work-requirements/
https://www.federalregister.gov/documents/2026/06/03/2026-11094/medicaid-program-community-engagement-requirement-for-certain-individuals
https://www.regulations.gov/commenton/CMS-2026-2047-0002
https://www.regulations.gov/commenton/CMS-2026-2047-0002
https://www.regulations.gov/commenton/CMS-2026-2047-0002
https://www.regulations.gov/commenton/CMS-2026-2047-0002
https://www.regulations.gov/commenton/CMS-2026-2047-0002
https://www.regulations.gov/commenton/CMS-2026-2047-0002
https://www.regulations.gov/commenton/CMS-2026-2047-0002


Resources

• Health Care in Motion
• HIV and Hepatitis Policy Institute
• KFF “What the Health?”
• National Alliance of State and Territorial AIDS Directors (NASTAD)
• National Association of City and County Health Officials 

(NACCHO)
• Network for Public Health Law
• Public Health Awakened

https://chlpi.org/projects-and-resources/health-care-in-motion/
https://chlpi.org/projects-and-resources/health-care-in-motion/
https://hivhep.org/press-releases/cms-fails-to-exempt-people-living-with-hiv-from-medicaid-work-requirements/
https://hivhep.org/press-releases/cms-fails-to-exempt-people-living-with-hiv-from-medicaid-work-requirements/
https://kffhealthnews.org/podcast-series/what-the-health/
https://kffhealthnews.org/podcast-series/what-the-health/
https://nastad.org/
https://nastad.org/
https://www.naccho.org/advocacy/policy-and-advocacy
https://www.naccho.org/advocacy/policy-and-advocacy
https://www.networkforphl.org/
https://www.networkforphl.org/
https://publichealthawakened.org/get-involved/join-the-network/
https://publichealthawakened.org/get-involved/join-the-network/


Contact 
Information

Rachel “Ray” McLean, MPH
Cardoray Consulting, LLC
Phone: (510) 809-5120
Email: ray@cardorayconsulting.org
Book time with Ray 

mailto:ray@cardorayconsulting.org
https://calendar.app.google/MzaBa6TquVbkc3au8

	Slide 1: Why submit comments on draft regulations
	Slide 2: Disclaimer
	Slide 3: Agenda
	Slide 4: 1. What are regulations again?
	Slide 5: A regulation implements or enforces a law
	Slide 6: 2. Why do regulations matter?
	Slide 7: Regulations have the force of law...for good or for bad
	Slide 8: Example Law: Affordable Care Act, Section 1557, Prohibiting Discrimination in Healthcare
	Slide 9: 3. How can we influence regulations (and other policies)?
	Slide 10: Federal law requires allowing public input
	Slide 11: Submit public comments at each step in the regulatory (“rulemaking”) process!
	Slide 12: 4. When has it made a difference?
	Slide 13: Examples of when public comment made a difference in national or federal rulemaking
	Slide 14: What if the Executive Branch ignores comments?
	Slide 15: 5. Where do I start?
	Slide 16: Look out for public comment opportunities
	Slide 17: How to analyze a proposed rule
	Slide 18: How to comment on a proposed rule
	Slide 19: Sample comment #1 on Medicaid work rule
	Slide 20: Sample comment #2: Medicaid work rule
	Slide 21: Practice Run: Submit comments on the Medicaid Work Requirements, Interim Final Rule
	Slide 22: Resources
	Slide 23: Contact Information

