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March 5, 2025

William N. Parham, Ill

Director, Division of Information Collections and Regulatory Impacts
Office of Strategic Operations and Regulatory Affairs

Centers for Medicare & Medicaid Services

7500 Security Boulevard, Room C4-26-05

Baltimore, Maryland 21244-1850

Submitted electronically via email
RE: (CMS-10341) Section 1115 Demonstration Projects Regulations
Dear Director Parham:

On behalf of Families USA, thank you for the opportunity to comment on the Centers for Medicare and Medicaid
Services’ (CMS’) intention to collect information from states under the Paperwork Reduction Act of 1995 (PRA).

Families USA is a leading national, non-partisan voice for health care consumers, dedicated to achieving high-quality,
affordable health care and improved health for all. Families USA greatly appreciates the opportunity to comment here, as
the information CMS proposes to collect is of high importance to CMS and to the populations served by the Medicaid
program.

Under the Paperwork Reduction Act of 1995 (PRA), federal agencies are asked to periodically publish notice in the
Federal Register concerning collection of information (“PRA notice”)—in this case, proposing to extend collection
activities as they relate to state Section 1115 Medicaid demonstration projects that test new approaches for delivering
Medicaid services—allowing a renewed opportunity for public comment on the information being collected.

We are supportive of CMS in issuing this PRA notice as it serves as a recommitment to CMS’ obligations under the Social
Security Act to keep the development, implementation, and evaluation of Section 1115 Medicaid demonstration projects
transparent and open to the public. While many aspects of the information CMS proposes to collect under this PRA
notice are important, we focus our comments on proposed information collection in connection to public engagement in
the demonstration process. It isimportant for CMS to ensure states have sought public input and thoughtfully
considered and responded to feedback at all stages of the process, including prior to submitting, modifying or extending
any demonstration.

I Transparency in the Section 1115 demonstration process is important, and the Social Security Act requires
states to provide clear opportunities for the public to review and comment on any proposed Medicaid
demonstration.

Medicaid demonstrations allow states flexibility to test new approaches for providing coverage and delivering Medicaid
services. Section 1115 of the Social Security Act provides the Secretary of Health and Human Services (HHS) with broad
authority to waive certain federal Medicaid requirements to allow states to pursue a Medicaid demonstration,? so long
as the proposed demonstration is likely to “promote the objectives” of the Medicaid program,®and remains “budget
neutral” to the federal government.* Considering the ubiquity of Section 1115 waivers (47 state Medicaid programs
operate with at least one active waiver and some states have multiple waivers)® and given the increasingly broad scope
of waivers that give states the flexibility to strengthen delivery systems or restructure financing and other program
elements,® it is critical that the array of stakeholders impacted—including Medicaid-eligible populations, health care



providers who treat Medicaid patients, and private health plans that organize Medicaid care delivery—have a meaningful
way to provide input into the waiver process.

Since 1994, HHS regulations have included processes for soliciting public input at both the state and federal levels prior
to finalization of Section 1115 waivers.”® In response to a series of reports from the Government Accountability Office
(GAO) outlining numerous instances of important policy changes to state Medicaid programs being made out of the
public’s eye,® Congress pushed HHS to ensure more robust opportunities for the public to learn about and provide
feedback on proposed Medicaid demonstrations. Since 2010, Congress has required HHS to have in place a process for
public notice and comment at both the state and CMS levels that is “sufficient to ensure a meaningful level of public
input.”1% Per the Social Security Act, such public processes must be in place where there are applications for or
extensions of any 1115 demonstration project impacting Medicaid or CHIP “eligibility, enroliment, benefits, cost-sharing,
or financing.”?

Related to the present PRA notice, CMS’ implementing rules require states to:

e Provide clear opportunities for public comment before submitting an 1115 waiver request or extension to CMS
(including a minimum 30-day public notice and comment period along with two or more public hearings and a
website maintained with full information about the state’s proposed or extended demonstration).!?

e Show, upon submission of 1115 waiver application or extension to CMS, that there was a meaningful public
comment period and that the state has taken the comments into consideration when preparing their
submission.®3

e Perform periodic reviews and an evaluation of their demonstration, soliciting public comments on the progress
of the demonstration project.**%

These statutory and regulatory requirements not only serve to inform interested stakeholders of major proposed
changes to the Medicaid program, but also present stakeholders with an opportunity to lend their lived experience
and/or technical expertise to the process in a way that ensures state Medicaid officials are better able to meet the goals
of the demonstration program as well as the needs of the communities that rely on Medicaid for health insurance. For
example, upon hearing feedback from hospital providers that New Mexico’s proposed co-payment and cost sharing
requirements for Medicaid members would cause increased administrative burdens for healthcare providers (such that
any system savings for Medicaid would be offset by increasing costs for providers), the state decided to remove most co-
payments from its 2017 final waiver application.® In Kentucky, stakeholder feedback to the state’s midpoint evaluation of
its current substance use disorder (SUD) demonstration in 2021 revealed that primary health care providers needed
better training on the elements of the SUD services offered under the demonstration so they could appropriately refer
eligible patients to these services.” These examples reflect how initial and ongoing feedback are critical to making sure
1115 demonstrations achieve their aims and use the federal flexibility—and dollars—granted to them most effectively.

1. Collection activities proposed under the Section 1115 information collection extension are appropriate and
meet the goals of the Paperwork Reduction Act.

The process of soliciting public input into the 1115 waiver process (as outlined above) not only meets requirements
under the Social Security Act but also meets the goals of the PRA. The PRA asks Federal agencies to balance several goals
in effort to minimize paperwork burdens (to individuals, businesses, contractors and state and local governments), while
maximizing the utility of the information collected to “ensure the greatest possible public benefit.”*® Importantly, one
stated goal of the PRA is to:

“improve the quality and use of Federal information to strengthen decision-making, accountability, and
openness in Government and society”*?

As outlined above, public input at all stages of the process—from state waiver development to implementation to
evaluation—improves the quality of information the state has to evaluate and develop demonstration programs. Public
input (and the states’ obligation to show the federal government it has collected this input) also serves to improve the
quality of information the federal government has to make informed decisions about Section 1115 demonstration
applications. When states submit a waiver application to CMS, they outline all public comments received and how they



have responded to that feedback in their demonstration; CMS may deny aspects of a state’s application for failure to
respond to legitimate public concerns. For example, in 2019, CMS denied the portion of Utah’s waiver application that
asked to waive mandatory Early Periodic Screening, Diagnoses, and Testing (EPSDT) services to individuals between the
ages of 19 and 21 enrolled in its Medicaid expansion program, due, in part, to Utah’s failure to meaningfully address the
strong opposition received from the public on this proposed benefit denial.?%21.22

CMS’ ability to effectively review 1115 demonstration applications is greatly enhanced by information collection activities
that ensure states engage with the public. Of course, this information collection is not perfect, and public input is not
always supported by states in accordance with the law.?®> As concluded by a 2019 GAO report, gaps in transparency and
public input “may leave [CMS] and the public without key information to fully understand the potential impact of the
changes being proposed, including on beneficiaries and costs.”?* To GAQ, it is the public input and adherence to the
process for collecting that public input that is of paramount importance to the federal government in its decision making
with regard to Section 1115 waivers.

A robust public input process supported by state information collection requirements not only addresses gaps outlined
by GAO, but meets the PRA’s goals of information collection that strengthens “accountability” and “openness in
Government and society.” For these many reasons, we support this PRA notice and the proposed continued collection of
critical information from states as they pursue 1115 demonstrations.

. This PRA notice serves as an important statement from CMS to reconfirm its commitment to hold states
accountable to providing a public comment period in accordance with the law.

We note that CMS has not always held states accountable to providing a public comment period prior to submission to
CMS, even when waivers have proposed significant changes to a state’s Medicaid program.?® For example, in June 2017,
CMS did not enforce state-level public notice and comment procedures before Indiana submitted extensive amendments
to its 1115 waiver, including imposing a work reporting requirement as a condition of eligibility.?%?” Here, CMS opened
the federal comment period while the state comment period was ongoing, meaning comments from the Indiana public
were not considered prior to CMS submission. Then, in July 2017, CMS deemed an amendment request from Kentucky as
complete,?®?° again opening the federal comment period before the public could provide input on Kentucky’s decision to
amend its 1115 waiver to include premiums and various enrollment restrictions and penalties (along with a work
reporting requirement as a condition of eligibility).3%3!

In these two recent instances, interested parties in Indiana and Kentucky were not afforded an opportunity to provide
meaningful input to their state before the state submitted major changes to Medicaid eligibility and cost-sharing. These
lapses in state-level public notice and comment not only violated the framework established by Congress under the
Social Security Act—requiring a “meaningful level of public input” at both the State- and CMS- levels32—but they stood
against contemporaneous statements from CMS in supporting an open and transparent process. In March 2017, CMS
sent a letter to state governors describing its vision for Medicaid demonstrations under Section 1115, stating:

“we remain committed to certain mechanisms, which ensure state accountability for the outcomes
produced by the Medicaid program...reasonable public input processes and transparency guidelines
provide states an opportunity to consider the views of Medicaid enrollees and stakeholders and gather
input that may support continuous improvement of the program.” 33

This new PRA submission by CMS renews that spirit of transparency and public engagement by stating:

“This collection is necessary to ensure that states comply with regulatory and statutory requirements
related to the development, implementation and evaluation of demonstration projects.”3*

We agree with CMS that this information collection is necessary, and well within the government’s right to collect
under the PRA, and we strongly recommend that CMS ensure all public comments periods are conducted in
accordance with current Medicaid law. Given recent lapses in public transparency into the waiver process (as outlined



above and as examined in the 2019 GAO report), we hope this PRA notice stands as a recommitment to CMS’ obligations
under the Social Security Act to keep the Section 1115 demonstration process transparent and open to the public.

In conclusion, we support CMS’ desire to continue to collect information related to 1115 waivers, including the
underlying obligations for CMS to enforce state-level public notice and comment procedures which hold states

accountable to Medicaid-eligible populations and other stakeholders.

For questions or comments regarding the recommendations made in this letter, please reach out to Mary-Beth
Malcarney, Senior Advisor on Medicaid Policy, Families USA at: mmalcarney@familiesusa.org.

Thank you for your time and consideration.

Sincerely,

Sophia Tripoli
Senior Director of Health Policy

Families USA
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