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American Society of Nephrology

April 15, 2025

The Honorable Mehmet Oz

Administrator

U. S. Centers for Medicare and Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

RE: CMS Data Request Feedback
Dear Administrator Oz,

On behalf of the more than 37,000,000 Americans living with kidney diseases and the
22,000 nephrologists, scientists, and other kidney health care professionals who are
members of the American Society of Nephrology (ASN), thank you for the opportunity to
respond to the Request for Information (RFI) on the Data Request Feedback issued by
the Centers for Medicare and Medicaid Services.

In February 2024, CMS announced its decision to discontinue the physical delivery of
critical healthcare data in support of external research projects. Instead, beginning as
early as 2026, researchers will be required to use the Chronic Conditions Warehouse
Virtual Research Data Center (CCW VRDC) to conduct all research using CMS Research
Identifiable File (RIF) data.

To respond thoughtfully to CMS’ RFI, ASN solicited feedback from its diverse
membership, including members who have direct experience conducting research with
the U.S. Renal Data System (USRDS) Annual Data Report (ADR) and the USRDS
Standard Analysis Files (SAFs) along with other health care data from other agencies
within the federal government. ASN’s response to the RFI, therefore, reflects
perspectives of the society’s members, leadership, and staff as well as the broader
nephrology community.

As we stated in June 2024, ASN believes the proposal jeopardizes the future of
research on kidney diseases and will likely directly harm Medicare and Medicaid
beneficiaries’ access to and quality of care. ASN respectfully requested that CMS
pause the proposal to allow for time to address concerns of the kidney community,
those of the broader health care community and, most importantly, those of individuals
living with kidney diseases. While this current RFI does seek additional information
through its CCW VRDC Technical Follow-up Questions, it does not address the
underlying issues ASN raised in 2024.
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ASN maintains its strong concerns related to:

e The lack of transparency regarding the future of CMS kidney-related data in light
of this proposal.

e The unique nature of the federal government’s role in kidney care given
Medicare’s end-stage renal disease (ESRD) program, and thus, the potential for
jeopardizing the real-time research necessary for policy makers to improve
kidney care.

e The impact of increased costs for researchers and their institutions, especially
those at smaller, less financially endowed universities.

e The potential to impede the future capacity of researchers across specialties, but
in particular in the realm of kidney diseases.

We will discuss these issues under the following headings:
Kidney Disease in the United States

An estimated 37 million adult Americans, constituting 15% of the U.S. population, are
affected by kidney diseases, with 1 in 3 U.S. adults projected to develop chronic kidney
disease (CKD)'. Among those individuals, over 800,000 have kidney failure and require
dialysis or a kidney transplant to survive. All Americans living with kidney failure qualify
for Medicare coverage through the ESRD Program. Annually, Medicare spends $50
billion on care for those with kidney failure and $150 billion on care for all stages of
kidney disease'. Although Medicare beneficiaries with ESRD represent merely 1% of
total Medicare beneficiaries, their care accounts for 7% of traditional Medicare
spending.

ASN is deeply concerned about how this policy change could further exacerbate the
challenges faced by populations already disproportionately burdened by kidney
diseases as well as the broader implications it may have on Medicare policy and
spending. Claims-based research on kidney diseases serves as a critical tool for
documenting and addressing deficits in access to needed health care services,
optimizing Medicare spending, and improving the quality and efficiency of care for the
millions of Americans affected by kidney diseases. Without affordable access to CMS
data, researchers and policymakers will not be able to research, create, and enact
policies that promote kidney health, enhance high-quality care, and mitigate the
economic impact of kidney diseases on the health care system.

Transparency in CMS Kidney Data

Congress mandated the USRDS, the largest and most comprehensive national ESRD
and chronic kidney disease surveillance system.! Established in 1989, the USRDS has
six goals: (1) to characterize the ESRD population; (2) to describe the prevalence and
incidence of ESRD, along with trends in mortality and disease rates; (3) to investigate
relationships among patient demographics, treatment modalities, and morbidity; (4) to
identify new areas for special kidney studies and support investigator-initiated research;
(5) to provide data sets and samples of national data to support research studies by the
Special Studies Center; and (6) to report the costs of ESRD treatments and total burden
of ESRD program in the United States."



Data for the USRDS database are supposed to be compiled from existing data sources
including the ESRD Quality Reporting System (EQRS) (formerly known as
CROWNWEeb and, before that, the Renal Management Information System or REMIS),
CMS claims data, facility survey data, CDC survey data (NHANES), Standard
Information Management System (SIMS), the ESRD Medical Evidence Form (CMS-
2728), the ESRD Death Notification form (CMS-2746), United Network for Organ
Sharing (UNOS) transplant and wait-list data, and registry data from prior Special
Studies. The CMS data files are supplemented by CMS with enroliment, payer history,
and other administrative data, to provide utilization and demographic information on
ESRD patients." Many of these datasets are not available in the CCW VRDC (i.e.,
datasets from EQRS, the facility survey, the ESRD Death Notification form, UNOS data,
and data from Special Studies). ASN is very concerned by the lack of transparency
about whether these data sets can and will be migrated into the CCW VRDC. ASN is
concerned that goals 3, 5, and 6 are being especially threatened by this proposal.

The EQRS forms the backbone of the USRDS dataset and many of the analyses that
comprise the USRDS’ Annual Data Report, a report that is Congressionally mandated.
In addition to ensuring that the government can identify every individual in the US with
ESRD, the EQRS is a vital web-based data-collection system that enables dialysis
facilities to meet portions of the Conditions for Coverage for ESRD Dialysis Facilities.
Moreover, the EQRS helps the kidney community transition from a legacy paper-based
data-collection method to an electronic “always on” format. The system is designed to
help improve patient care efforts by reducing the time it takes CMS to produce clinical
performance results. EQRS functions as an important data source for ESRD Quality
Incentive Program (QIP) performance measures."

The USRDS’ Annual Data Report cannot continue without giving the USRDS contractor
access to the EQRS database. Entire sections of the report rely on EQRS data; without
EQRS data, Chapters 1-4, 6, and 8 would be impossible to produce (50% of the ESRD
chapters).

Moreover, the EQRS data are not available through the Research Data Assistance
Center (ResDAC), and numerous researchers, who are members of ASN, have been
told there is no date in sight for its availability. One researcher shared with ASN an
email exchange in which they wrote to ResDAC in February 2024 inquiring:

“l am a researcher at (name removed) and am writing about the availability of
CMS End Stage Renal Disease Quality Reporting System (EQRS) data for
research. EQRS is the replacement for REMIS/CROWNWeb, which was



discontinued in 2020. | didn't see this file listed on the ResDAC website but was
wondering if there is a way to request access.”

The response from ResDAC read:

“Thank you for reaching out. This file currently is not available. We do not have a
timeline for its release.”

Equally concerning is the absence of UNOS (transplantation) data in the CCW VRDC.
ASN commends CMS’ recognition that kidney transplantation is the optimal treatment
for patients with ESRD. Indeed, the ESRD Treatment Choices and the Kidney Care
Choices payment models heavily featured kidney transplantation as an important
outcome. CMS’s recently finalized rule on the Increasing Organ Transplant Access
(IOTA) model to increase access to kidney transplantation is set to commence in July
2025. Unfortunately, CMS’ data proposal moves in direct opposition to its stated priority
of increasing access to kidney transplantation and of improving transplantation
outcomes. Under this proposal, CMS will provide no means for the USRDS or
researchers to access UNOS data. In fact, the Annual Data Report heavily uses UNOS
data to provide key epidemiological and economic data regarding transplantation; these
analyses are most prevalent in Chapters 1, 7, and 8.

ASN is deeply concerned about this lack of transparency and believes that CMS kidney
data comprise an invaluable resource that has advanced kidney research (and therefore
practices to improve the wellbeing of people with kidney diseases). These data have
been used extensively to shape regulatory and legislative policy. Ready access to these
robust kidney data has supported best practices and sound policies across the board —
one need only to review the study citations in the footnotes of the annual final rules of
the ESRD Prospective Payment System (PPS) and Quality Incentive Program (QIP) to
see its impact."

Importance of CMS Kidney Data

The federal government has an outsized role in kidney care that does not have a
parallel. Erickson, Qureshi, and Winkelmayer (2018) detailed how data — particularly
large data sets — have been developed as a result of that role and how data availability
has impacted policy and quality in kidney care — especially for people with kidney failure
who require dialysis or a transplant to live. They wrote:

Rapid growth in electronic communications and digitalization, combined with

advances in data management, analysis, and storage, have led to an era of “Big
Data.” The Social Security Amendments of 1972 turned end-stage renal disease
(ESRD) care into a single-payer system for most patients requiring dialysis in the



United States. As a result, there are few areas of medicine that have been as
influenced by Big Data as dialysis care, for which Medicare’s large administrative
data sets have had a central role in the evaluation and development of public

policy for several decades."

Erickson and colleagues illustrated the early growth of data in dialysis care and some of
the important policies it influenced in the figure below.
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The congressional mandate of a national ESRD registry housed within USRDS ushers
in the rise in importance of kidney health data and has been expanded to include data
on non-ESRD kidney diseases and kidney transplantation. Again, some of the
milestones in the influence of large data sets in ESRD policy leading up to expansion of
the dialysis payment bundle are illustrated below.
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With a federal investment of $50 billion annually in ESRD care, the need to preserve
and protect the integrity of these data is enormous as would be the ramifications of
limiting researcher access to these data. These data also translate into vital quality
information to help inform individuals on key decisions they face when kidney disease
progresses, including decisions about kidney failure treatment options and dialysis and
kidney transplant facilities.

Exorbitant Costs for Researchers and Their Institutions

The proposed change to CMS data would require that researchers use the VRDC
environment, which carries significant costs to facilitate access (initial fees of $20,000
per user and $15,000 per project fee, annual renewals of $13,000 per user and $10,000
per project, plus additional costs for software, drive space, and computation). While this
RFI may lead to some changes in pricing, the originally proposed costs greatly
concerns ASN. The VRDC costs will add up quickly and will impose an insurmountable
barrier for much of the next generation of researchers aiming to improve care for people
with kidney disease. Similarly, the fees will also restrict opportunities for senior
investigators to mentor junior researchers to properly use robust and generalizable
clinical data. Given the complexities involved in the Medicare files, cutting off access to
these mentorship and data access opportunities for the next generation of researchers
greatly reduces the likelihood that future research findings will be useful to the broader
health care community and will be able to assist the government in achieving its goals
of optimizing care for beneficiaries.



ASN members know firsthand that research in health policy and healthcare delivery —
especially kidney care delivery — is often unfunded or funded through smaller grants
with limited resources that could not support VRDC data access. These projects
contribute meaningful evidence to further policy proposals, improve patient outcomes,
and save care costs for millions of patients across the United States. They are also
crucial for the professional growth of young researchers. Such projects would be
infeasible under the proposed VRDC model, and the gains associated with them would
be forfeit.

At What Costs for the Future?

ASN believes there is a very real possibility that this proposal will cripple the future
capacity of researchers and, more importantly, publicly available research vital to
informing healthcare providers, scientists, and policymakers alike. Trying to quantify the
value of existing research with CMS data in practices and policy is nearly impossible
because of its vast impact. Calculating the future costs of this proposal is also extremely
difficult. Cooper (2024) compiled “an incomplete list of high-impact scholarship that was
conducted using Medicare claims data.” This includes scholarship that:

¢ Informed and helped assess Medicare payment policy, including ACOs and

bundled payments

Analyzed the efficiency of the Medicare Advantage program

Identified the causes of mortality differences across regions

Identified the causes of the opioid epidemic

Described the causes and consequences of variation in Medicare spending

across the US and identified strategies to address it

¢ |dentified the effect of private equity firms on the survival of Medicare
beneficiaries

¢ lllustrated how hospital competition and mergers impact mortality

e Proposed strategies to identify and root out Medicare fraud

¢ Documented how to measure providers' quality and insurance plan quality
e Described the presence of low value care delivered to Medicare beneficiaries

This list includes only a small sample of the types of research that would be curtailed
with the recent CMS proposal to shift all Medicare claims data access to the CMS
Virtual Research Data Center. This is research that has improved public policy, led to
reductions in mortality, likely led to billions of dollars of savings for the federal
government, and reduced Medicare fraud.” X! (Mr. Cooper provided the Google doc link
to this work as well as his permission for its use by ASN).



ASN believes that CMS data — especially kidney data, portions of which are mandated
by statute — are an invaluable resource to policy makers, health care systems,
researchers, and the millions of individuals impacted by such research as a result of
improved outcomes at a lower cost. To discuss this letter, please contact David White,
ASN Senior Regulatory and Quality Officer, dwhite@asn-online.org.

Sincerely,

Pty /Q-w?z CMM

Prabir Roy-Chaudhury, MD, PhD, FASN
President
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