DIALYSIS VASCULAR
ACCESS COALITION

September 9, 2024

Submitted electronically via: http://www.regulations.gov

The Honorable Chiquita Brooks-LaSure
Administrator

Centers for Medicare and Medicaid Services
Attention: CMS-1807-P

7500 Security Boulevard

P.O. Box 8016

Baltimore, MD 21244-8016

Re: CY 2025 Physician Fee Schedule Proposed Rule
Dear Administrator Brooks-LaSure:

The Dialysis Vascular Access Coalition (DVAC) appreciates the opportunity to offer its
comments to the Centers for Medicare and Medicaid Services (CMS) on the proposed rule for
the CY 2025 Physician Fee Schedule (CMS-1807-P). DVAC is a coalition of entities that
provide vascular access services to individuals with advanced kidney disease and End-Stage
Renal Disease (ESRD). DVAC represents societies and patient groups, including the American
Society of Nephrology, American Society of Diagnostic and Interventional Nephrology
(ASDIN), Home Dialyzors United, and the Renal Physicians Association (RPA); as well as
provider organizations, including Arizona Kidney Disease and Hypertension Centers, Austin
Kidney Associates, Azura Vascular Care, Balboa Nephrology Medical Group, Dallas
Nephrology Associates, Dialysis Access Specialists, Lifeline Vascular Care, Nephrology
Associates of Delaware, Nephrology Associates of Northern Illinois and Indiana, and Northwest
Renal Clinic. DVAC represents the majority of the non-hospital vascular access sector.?

In the 2025 PFS Proposed Rule, CMS notes, “[I]nterested parties have presented us with high-
level information suggesting that Medicare payment policies are directly responsible for
consolidating privately owned physician practices and freestanding supplier facilities into larger
health systems. As discussed in further detail below, DVAC states at the outset that the 2025
PFS continues the trend of reimbursement cuts to interventional care in the office-based setting.

! Federal Register, 89 FR 61596 (July 31, 2024)
2 For more information about DVAC, please see https://www.dialysisvascularaccess.org/about
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As such, DVAC will providing comments relating to the following:

e Background on Non-Hospital Dialysis VVascular Access
e Medicare Physician Fee Schedule Reimbursement for Office-Based Interventional
Services is Increasingly Unsustainable
o MPFS Reimbursement for 300 Office-Based Services is Less Than Direct Costs

o Dialysis Vascular Access Provider Deserts
e Removing Certain High-Cost Supplies and Equipment from the PFS is Key to PFS
Reform

I. BACKGROUND ON NON-HOSPITAL DIALYSIS VASCULAR ACCESS

Non-hospital vascular access centers (VACSs) provide a wide variety of lifesaving, critical
vascular access services for ESRD patients on dialysis. In order to access the patient’s
bloodstream, different vascular access options exist, including surgical and percutaneous creation
of fistulas (connection of an artery to a vein) or less preferred approaches such as the insertion of
a central line catheter (an external tube) or arteriovenous grafts (AVG) (connecting an artery to a
vein with a tube). In addition, vascular access centers provide placement services for peritoneal
dialysis (PD) catheters (special tubes inserted in a patient’s abdominal cavity to allow for home
dialysis) and perform interventions to help mature and maintain fistulas.

Studies have shown that dedicated access centers like those operated by DVAC members
provide higher quality care to Medicare beneficiaries at a lower than hospital outpatient
departments. A 2017 study of vascular access care across sites found, by comparison to patients
treated in hospital outpatient departments (HOPDs), patients treated in freestanding office-based
vascular access centers were found to have lower all-cause mortality and fewer infections.?
DVAC has recently updated its site-of-service analysis to include both office-based vascular
access centers and ambulatory surgical centers (collectively freestanding outpatient centers, or
FOCs) during the pandemic years period.

The COVID-19 pandemic impacted patients on dialysis more significantly than any other
chronic disease, with mortality after COVID-19 diagnosis for patients with end stage renal
disease (ESRD) reaching 40.5% in 2020 for patients on dialysis. Due to the increase in mortality
rate among patients with ESRD attributable to the pandemic and its effects, the rate of prevalent
ESRD decreased by almost 2% in 2020. In 2020, the mix of vascular access types in use was
worse than at any time during the previous decade.

DVAC’s updated study used propensity score matching to analyze data from the United States
Renal Data System (USRDS) on Medicare beneficiaries for 2019 and 2020. A total of 82,498
patients who received >80% of their access-related care at a FOC were individually matched to
66,188 patients who received >80% of their access-related care at a HOPD. The study reviewed
930,803 patient encounters for vascular access repair and maintenance during the 2-year period.

3 El-Gamil, Audrey et al., What is the best setting for receiving dialysis vascular access repair and maintenance
services?, September 2, 2017



Annual mortality was significantly lower in those treated at a FOC than in those treated at a
HOPD (16.55 versus 18.11%; difference = -1.55%; p<0.001). Those treated at a FOC also
experienced fewer infections (0.33 versus 0.89 per person-year; difference = -0.57; p<0001).
Access type varied by the site of service as well with patients treated at a FOC having more AV
Fistulas (71.0% versus 62.9% per person-year; difference = +7.9%; p<0.001) and 9.8% fewer
Central Venous Catheters in the FOC (10.3%) compared with HOPD (20.2%) which was
significant. Monthly costs for those treated at a FOC were $835.55 lower than those treated at a
HOPD (7,081.75 versus 7,917.30, respectively; p<0.001) for annual savings in the FOC setting
of $10,020 when compared with the HOPD setting.

In summary, patients receiving access-related care predominantly at a FOC had greater
AVF use with a lower use of CVCs, fewer infections, and a lower mortality rate than those
receiving care at a HOPD. These outcomes were achieved at substantially lower cost. The
study is being prepared for publication and provides additional evidence of the value of non-
hospital based vascular access for (1) patients on dialysis and (2) the Medicare program as a
whole.

Il. MEDICARE PHYSICIAN FEE SCHEDULE REIMBURSEMENT FOR OFFICE-
BASED VASCULAR ACCESS SERVICES IS INCREASINGLY UNSUSTAINABLE

The 2025 Medicare Physician Fee Schedule (PFS) Proposed Rule would impose yet another
round of significant cuts to office-based interventionalists. Key drivers of these cuts within the
2025 PFS Proposed Rule include:

e Conversion Factor Cut. A carry-over 2.8% cut to the conversion factor from the 2021
PFS E/M policy (which has been phased by Congress since the policy was implemented).
When finally phased-in, the 2025 conversion factor is projected to be $32.3433, a cut of
more than 10% from the $36.09 conversion factor in 2020.

e Clinical Labor Cuts. The fourth year of clinical labor cuts to office-based intervention
relative value units (RVUs) stemming from the phase-in through 2025 of the 2022 PFS
clinical labor policy that cuts some interventional codes by another 4% in 2025.

PFS physician payments equal conversion factor * RVUs. As a result, key dialysis vascular
access services will again be cut by another 5-7% in 2025 alone (see chart below). These year-
over-year cuts are being implemented without regard to patient outcomes, actual PFS provider
resource needs, or any other rationale policy.
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Total RVU/Unit | Total Payments | Total RVU/Unit | Total Payments
CPT Procedure Description (Final) (Final) (Proposed) (Proposed)
36901 Intro cath dialysis circuit 21 $692 20 $656 -3% -5%
36902 Intro cath dialysis circuit 36 $1,183 34 $1,116 -3% -6%
36903 Intro cath dialysis circuit 125 $4,145 119 $3,856 -4% 7%
36904| Thrmbc/nfs dialysis circuit 53 $1,770 52 $1,671 -3% -6%
36905 Thrmbc/nfs dialysis circuit 67 $2,225 65 $2,093 -3% -6%
36906| Thrmbc/nfs dialysis circuit 158 $5,275 152 $4,921 -4% -7%
36907| Balo angiop ctr dialysis seg 17 $577 17 $547 -2% -5%
36908|  Stent plmt ctr dialysis seg 42 $1,382 40 $1,302 -3% -6%
36909 Dialysis circuit embolj 56 $1,849 53 $1,725 -4% 7%

Moreover, it is critical to understand that for many office-based interventionalists,

these cuts in

the 2025 PFS Proposed Rule come on top of significant cumulative cuts since 2006 (see Figure

14)

Figure 1

Cumulative Impact of Changes in RVUs Since 2006
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MPFS Reimbursement for 300 Office-Based Services is Less Than Direct Costs

Cuts to office-based interventionalists have become so severe that, in 2024, there are 195
procedures across service lines that are paid at rates less than the direct costs associated with
those procedures — as calculated by CMS itself. In the 2025 PFS Proposed Rule released in July,
this number would grow to 300, a 50% increase. In other words, for 300 services, CMS will not
pay clinicians in private practice enough to cover the direct expenses of those services before
even considering other costs like physician work and indirect costs (see Figure 2%°). Itis
important to underscore that all of these services are procedures performed outside of the
hospital in the patient-preferred, community-based setting and that these services typically are
the lowest cost option available to Medicare beneficiaries. Most of these services also utilize
high-technology, high-cost supplies and equipment, the reimbursement for which under the PFS
has been significantly eroded by the “direct cost adjustment” since 2007. In other words, since
2007, under the PFS, the immediate discount off total direct costs has increased from 33 percent
to 56 percent. Since, according to the Medicare Payment Advisory Commission (MedPAC),
direct costs only represent one-third of total practice costs, it is reasonable to assume that when
indirect costs (i.e. overhead) are included, the number of office-based services under the PFS for
which reimbursement is less than total practice costs is significantly higher than 300.7

Figure 2

Representative Examples Range Across Service Lines
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Radiation Treatment Delivery data assumes 25 fractions for typical prostate cancer patient
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9441303/ .

6 For a full list of the 300 codes, please see Appendix I.

7 Medicare Payment Advisory Commission, Report to the Congress: Promoting Greater Efficiency in Medicare, June 2007, page
225
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This underfunding by the Medicare PFS of critical office-based services is a key catalyst for the
growing site-of-service differentials between the hospital outpatient and office-based setting (see
Figure 3%). In 2019, the average payment for these same 300 codes reimbursed 43% more when
performed in an outpatient hospital setting compared to an office setting. By 2024, this disparity
had ballooned to 124% on average. As reimbursements for high-technology procedures decrease
in the office setting, the same services provided in the hospital show significant increases. This
dynamic further drives hospital consolidation and reduces the number of specialists in lower cost
settings.

Figure 3
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8 Reimbursement is calculated as the average PFS non facility fee compared to the average PFS facility fee plus the average
HOPD OPPS fee

9 Graph shows 273 of the 300 codes where total reimbursement is less than direct costs. 27 CPT codes were excluded as they
were added to the fee schedule after 2019.



REQUESTS: DVAC requests CMS:

e Immediately address shortfalls in which PFS reimbursement is less than direct costs for at
least 300 services in the PFS, including dialysis vascular access;

e Truly “prioritize stability and predictability over ongoing updates” by freezing the final
year of implementation of the clinical labor policy in 2025 that will result in further
significant redistributions and instability to the Physician Fee Schedule;

e Implement MEI Rebasing to help offset ongoing cuts to office-based dialysis vascular
access; and

e Focus on fundamental PFS reform.

I11. DIALYSIS VASCULAR ACCESS PROVIDER DESERTS

The U.S. Department of Health and Human Services, Health Resources and Services
Administration defines primary care health professional shortage areas, in part, as “geographic
areas .... [that] ... either have either have a population to full-time-equivalent primary care
physician ratio of at least 3,500:1, or a population to full-time equivalent primary care physician
ratio of less than 3,500:1 but greater than 3,000:1 and unusually high needs for primary care
services or insufficient capacity of existing primary care providers.”

As noted in a 2019 Health Affairs article, however, “to the extent that current policy
interventions focus on expanding primary care but not specialist care in rural areas, they appear
to be misguided and unlikely to reduce disparities in rural health outcomes. Notably, multiple
studies have found that regular treatment by specialist physicians in the ambulatory care setting
is associated with better quality of care and reduced risk of death or hospitalization for people
with chronic conditions. This does not detract from the value of primary care. However, access
to primary care does not appear to drive rural-urban health outcome disparities.”*°

DVAC’s 2024 review of information provided by Redi-data found significant specialty care
deserts across a spectrum of interventional and diagnostic providers, including A) Urology, B)
Cardiology, C) Radiation Oncology, D) Vascular Surgery, E) Interventional Radiology, and F)
Diagnostic Radiology.** Importantly, according to this data, there are significant interventional
and diagnostic provider deserts where there are NO such providers in the majority of counties in
a majority of states. These deserts correspond to critical cuts to interventional providers
described earlier in this comment letter.'?

Ongoing cuts to interventional and diagnostic providers under the MPFS are a key driver in the
collapse of independent vascular access providers and an ongoing catalyst of health system
consolidation. DVAC believes PFS reform must include policies to address these concerns,
including policies to remove high-cost supply and equipment from the PFS.

10 https://www.healthaffairs.org/doi/10.1377/hlthaff.2019.00838

11 https://www.redidata.com/

12 For additional information on vascular access deserts (including interventional radiology and vascular surgery),
please see Appendix Il
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IV. REMOVING CERTAIN HIGH-COST SUPPLIES AND EQUIPMENT FROM THE
PFS IS KEY TO FOR PFS REFORM

DVAC’s comments on options for PFS reform are in the context of several CMS requests for
comments in the 2025 PFS Proposed Rule:

e [W]e request general information from the public on ways that CMS may continue work
to improve the stability and predictability of any future updates. Specifically, we request
feedback from interested parties regarding scheduled, recurring updates to PE inputs for
supply and equipment costs.

e [W]e seek information about specific mechanisms that may be appropriate, and in
particular, approaches that would leverage verifiable and independent, third party data
that is not managed or controlled by active market participants.

e [W]e continue to encourage interested parties to provide feedback and suggestions to
CMS that give an evidentiary basis to shape optimal PE data collection and methodological
adjustments over time.

DVAC’s primary feedback to these requests is that — by its nature — the PFS is incapable of
properly incorporating PE data into its reimbursement methodology. This is because the PFS
was not set up to handle high-cost supplies and equipment. When the Medicare Physician Fee
Schedule was adopted in 1992, policymakers did not anticipate technological advances would
allow for advanced, high-tech, minimally invasive services in the office. Over the years, as
scientific advances have allowed high-tech, high-cost supplies and equipment to move from the
hospital to the community-based setting, the reimbursement for such supplies and equipment has
not followed to the PFS. This dynamic has degraded the ability of the PFS to reimburse both for
office-based interventional services as well as cognitive services, such as primary care. As a
result of “budget neutrality,” actions by policymakers in recent years to correct for
reimbursement shortfalls in some areas of the PFS have eroded reimbursement for other PFS
services.

As shown in Figure 4 below, while the IPPS, HOPPS and ASC Fee Schedules include only
technical payments (e.g., the high-technology equipment, supplies and other innovations that
have been a hallmark of the U.S. healthcare system) for HIPDs, HOPDs and ASCs, the PFS
includes technical payments for office-based providers plus professional payments for physicians
in all settings (e.g. HIPD, HOPD, ASC and office). As a result, PFS technical payments
currently “budget-neutralize” office-based supply and equipment technicals to dissimilar
professional payments for physician work in all sites-of-service (i.e. hospital, ASC and office).
This dynamic is a significant contributor to the reimbursement cuts to office-based interventional
services described earlier in this comment letter.



Figure 4

Key Spending Components of Major Medicare Fee Schedules

Site-of- Hospital Hospital Ambulatory Physician Office
Service Inpatient Outpatient Surgical
Department Department Center
Medicare Fee | Inpatient PPS Hospital ASC PPS Physician Fee Schedule
Schedule Outpatient PPS
Technical+ Included for the Included for the Included for Included for the Office-
Hospital Inpatient | Hospital Outpatient | the ASC Based setting
setting setting setting
Professional+ | Not Included Not Included Not Included Included in the Physician

Fee Schedule to reimburse
for physician work in all
sites of service (Inpatient
PPS, Hospital Outpatient
PPS, ASC PPS, and
Physician Fee Schedule)

L “Technical” refers to Medicare payments primarily for operating and capital costs, but excluding PFS payments for physician work.
+ “Professional” refers primarily to physician work as well as a small amount (i.e “facility” practice expense relative value units) intended to cover indirect
expense of physician costs of operating a medical practice.

Because most Medicare reimbursement for hospital-based services is derived from entirely
distinct hospital inpatient and outpatient payment systems,*® hospital payment system
reimbursement has grown faster than practice costs even as many PFS services literally are no
longer reimbursed even for their costs.'* This dynamic has been a key catalyst for consolidation:
according to a 2021 AMA study, physician-owned practices have decreased 11% since 2012 as
hospital ownership of these practices has increased 11%.°

Removing High-Tech Supply and Equipment from the PFS

For years, the AMA RUC has recommended “CMS separately identify and pay for high-cost
disposable supplies priced more than $500.”6 DVAC believes such an approach has merit.
Removing high-tech supply and equipment services from the PFS could necessitate new “place
of service” designations for such services and more appropriate inclusion in the larger
ambulatory technical (i.e. OPPS/ASC) fee schedule. We believe the inclusion of certain high-
tech supply and equipment services in the larger ambulatory technical (OPPS/ASC) fee schedule
would the best way for CMS to provide an “evidentiary basis to shape optimal PE data collection
and methodological adjustments over time,” given previous CMS statements that, “we continue
to seek the best broad based, auditable, routinely updated source of information regarding PE

13 The Hospital Inpatient Prospective Payment System and the Hospital Outpatient Prospective Payment System

14 American Medical Association, Medicare physician payment is NOT keeping up with inflation, April 2023
https://www.ama-assn.org/about/leadership/medicare-physician-payment-reform-long-overdue

15> American Medical Association, Recent Changes in Physician Practice Arrangements: Private Practice Dropped to Less Than 50
Percent of Physicians in 2020, Carol K. Kane, PhD, June 2021

16 https://www.ama-assn.org/system/files/oct-2020-ruc-recommendations.pdf
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costs.”t” Removing high-tech supply and equipment from the PFS also would free up resources
within the PFS to achieve its primary raison d'étre: reimbursement for physician work.

Reimbursing under the OPPS/ASC fee schedule for certain high-cost technical inputs used in
office-based interventional care would stop further closures of independent dialysis vascular
access practices, given that the PFS effectively no longer covers such procedures. Importantly,
such a policy also would (1) protect the PFS from further dilution from unsubsidized migration
of high-cost supplies from the hospital and (2) provide additional resources for primary care as
well as the overall PFS. Moreover, there is clear precedent for such action: in the 2010 PFS, the
Centers for Medicare & Medicaid Services (CMS) finalized its proposal “to remove physician-
administered drugs from the definition of physicians’ services” due to the “significant and
disproportionate impact that the inclusion of drugs has had on the SGR system.”*8

REQUEST: We urge CMS to work with Congress on policies to establish a new site-of-
service for office-based dialysis vascular access to reimburse for the technical inputs
utilized in such procedures under the OPPS/ASC fee schedule in order to help strengthen
the PFS and protect independent physician practices.

CONCLUSION

DVAC’s comments on the CY 2025 Physician Fee Schedule Proposed Rule seek to ensure
ongoing access to vascular access services. We look forward to continuing to work with CMS to
maintain and improve access to ESRD patient-focused vascular access services. If you have
additional questions regarding these matters and the views of the DVAC, please contact Jason
McKitrick at (202) 465-8711 or jmckitrick@libertypartnersgroup.com .

1783 FR 59455
18 CY 2010 PFS Proposed and Final Rules. 74 FR 33650 and 74 FR 61965

10
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