
 

 

September 16, 2020 

The Honorable Alex Azar, Secretary 

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building 

200 Independence Ave., S.W. 

Washington, D.C. 20201 

Submitted online via Regulations.gov 

Re: Good Guidance Practices Proposed Rule; RIN: 0991-AC17 

Justice in Aging appreciates the opportunity to comment on the above referenced notice of proposed 

rulemaking (NPRM). For the reasons discussed below, we urge the Department of Health & Human 

Services (HHS) to withdraw this NPRM. 

Justice in Aging is an advocacy organization with the mission of improving the lives of low-income older 

adults nationwide. We use the power of law to fight senior poverty by securing access to affordable 

health care, economic security and the courts for older adults with limited resources, particularly 

populations that have been marginalized and excluded from justice such as women, people of color, 

LGBTQ individuals, and people with limited English proficiency. We have decades of experience with 

Medicare and Medicaid and working with advocates who represent low-income older adults. Justice in 

Aging conducts trainings and engages in advocacy regarding Medicare and Medicaid, provides 

technical assistance to attorneys across the country on how to address problems that arise under these 

programs, and advocates for strong consumer protections at both the state and federal level. 

The Proposed Rule Would Make Sweeping Changes Without Statutory Basis or Sufficient 

Opportunity for Public Comment  

At the outset, we note that the condensed 30-day comment period is insufficient to allow our 

organization and other stakeholders to fully consider and provide meaningful feedback on this NPRM. 

The proposed rule would make sweeping changes to the way HHS and its agencies implement and 

oversee Medicare, Medicaid, the Older Americans Act programs and other programs that affect every 

older adult living in the U.S. Therefore, HHS must take great care to ensure all the implications of such 

changes are fully understood. A shortened 30-day comment period in the midst of a nationwide public 

health emergency simply does not allow for this. 

We understand that this proposed rule would implement Executive Order 13891,1 which seeks to apply 

formal notice and comment rulemaking under the Administrative Procedure Act (APA) to certain 

guidance documents and require that “significant guidance” undergo Congressional Review Act (CRA) 

heightened review procedures. However, we are concerned that the proposal to selectively apply 

 
1 E.O. 13891, Promoting the Rule of Law Through Improved Agency Guidance Documents, 84 

Fed. Reg. 55235 - 55238 (Oct. 9, 2019), 

https://www.federalregister.gov/documents/2019/10/15/2019-22623/promoting-the-rule-of-lawthrough-improved-

agency-guidance-documents. 

https://beta.regulations.gov/commenton/HHS-OS-2020-0008-0001
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portions of the APA and CRA to guidance documents would create unnecessary and burdensome 

processes that would inhibit HHS from effectively implementing and overseeing Medicare, Medicaid 

and other programs. In addition, the NPRM fails to explain the statutory basis authorizing application 

of notice and comment requirements to guidance documents. 

The Proposed Changes Would Add Administrative Burden, Create Confusion, and Jeopardize the 

Operation of Medicaid, Medicare and Other Programs Serving Older Adults 

We appreciate HHS’s stated goals of increasing transparency and accountability. However, we are 
concerned that the proposal itself is vague and does not establish clear, transparent standards for 

evaluating current guidance, determining what constitutes “significant guidance” that would be 

subject to notice and comment rulemaking, or how HHS will address guidance contained in other 

documents that are not categorized as guidance. In addition, the NPRM would require HHS Office of 

General Counsel (OGC) to conduct reviews and make consequential determinations regarding the 

nature of agency action and procedural requirements, but the proposed rule fails to require the OGC to 

publicly post its analyses. This is the opposite of transparency and will allow important decisions 

affecting programs serving older adults and other populations to be made without input from the 

people who are directly impacted or their advocates. We also fear that the proposal to require 

disclaimers on guidance documents stating that they have “no legal effect” will only create confusion. 

In particular, we are concerned that the proposal to rescind previous guidance that HHS chooses not to 

include in the repository does not serve the stated goal of increasing transparency and could result in 

eliminating guidance that helps states better serve individuals dually eligible for Medicare and 

Medicaid. For example, the Centers for Medicare and Medicaid Services (CMS) regularly sends out 

letters to state Medicaid directors explaining in more detail changes in either law or regulation or 

updates to programs. These letters address the extension of important eligibility rules and 

demonstration programs such as Congressional reauthorization of the Money Follows the Person 

program and protections from spousal impoverishment for married individuals eligible for home-and-

community based services. Other letters provide important information to Medicare Advantage plans 

on obligations and best practices for implementing new coverage such as the recent expansion of 

Medicare coverage of outpatient opioid treatment. Additionally, CMS has used such guidance to 

remind states of existing authorities and processes for improving care coordination for dually eligible 

individuals and other populations. We are deeply concerned that if this proposed rule is finalized, these 

documents could be rescinded if inadvertently or intentionally not included in the repository, leaving 

these programs and policies in limbo. Therefore, we urge HHS not to finalize this proposal and instead 

engage in a thoughtful and collaborative process with clear standards for evaluating current guidance. 

It is imperative that HHS demonstrate why rescinding specific guidance is in the best interest of the 

communities impacted—particularly those whose health care and well-being are most at risk should 

these programs be disrupted.   

The process for developing and releasing guidance is nimble by design—it is meant to allow HHS to 

respond quickly and provide additional important information to further clarify issues that could not or 

were not addressed in formal rulemaking. We have seen how important this has been during the 

COVID-19 crisis. HHS has issued numerous guidance documents aimed at getting states and providers 

the information they need to respond as quickly as possible. This includes critical information about 

processes nursing facilities should be following, bulletins that have reminded providers of their 
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obligation to not discriminate in developing crisis care standards, and communicating quickly about 

flexibilities to allow providers to deliver care and services via telehealth to Medicare and Medicaid 

enrollees.   

Even absent a pandemic, Parts C and D of the Medicare program run on a tight annual cycle built 

around the fall Open Enrollment Period.  CMS makes changes yearly to improve the beneficiary 

experience, protect against fraud and abuse, improve program performance and address unexpected 

issues that arose in the prior year. We have seen, for example, changes by CMS in marketing guidance 

in response to abuses that have arisen.  Such changes are routinely subject to public comment, though 

less formal than envisioned in the proposal. Layering on a protracted process of determining which 

changes constitute significant guidance would add delay and uncertainty to the detriment of all 

stakeholders.  Further, the additional proposed process for procedural objections after guidance is 

issued adds even more to the lack of certainty and finality.  

We also note that CMS recently launched multiple significant initiatives to change delivery systems for 

health care.2  It is our experience that whenever major program changes are in their early stage, it is 

inevitable that gaps appear and program design flaws arise, often with major negative impact on 

beneficiary access to needed services. In such situations it is critically important that CMS be able to 

move decisively with guidance and instructions to ensure that program transitions do not harm 

beneficiaries.  We saw this, for example, when the Medicare Part D program was introduced, when 

dual eligible demonstration projects were launched as part of the Financial Alignment Initiative and in 

many other situations. With so many initiatives underway, this is not the time to introduce a 

cumbersome process that could delay fixes to urgent problems with new programs. 

Finally, while we agree that it is important to prevent the misuse of sub-regulatory guidance, we are 

concerned that the NPRM does not include any proposals that would actually prohibit HHS from 

issuing guidance without going through existing Office of Management and Budget procedures.3 

Therefore, we believe it is unlikely this rule would actually address the misuse of guidance. 

Conclusion 

We urge HHS to withdraw this proposed rule. If any questions arise concerning this submission, please 

contact Natalie Kean, Senior Staff Attorney, at nkean@justiceinaging.org. 

Sincerely, 

 
Jennifer Goldberg 

Deputy Director 

 
2 https://www.cms.gov/About-CMS/Story-Page/our-16-strategic-initiatives 
3 OMB, Final Bulletin for Agency Good Guidance Practices, 72 Fed. Reg. 3432 - 3400 (Jan. 25, 

2007), https://www.govinfo.gov/content/pkg/FR-2007-01-25/pdf/E7-1066.pdf. 
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