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Re: Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory Surgical
Center Payment Systems; and Quality Reporting Programs

Dear Administrator Oz,

The AAMC (the association) ! welcomes this opportunity to comment on the proposed rule
titled “Medicare Program: Hospital Qutpatient Prospective Payment and Ambulatory
Surgical Center Payment Systems; and Quality Reporting Programs,” 91 Fed. Reg. 41734
(July 7, 2026), issued by the Centers for Medicare & Medicaid Services (CMS or the agency).

The following summary reflects the AAMC’s comments on CMS’ hospital payment proposals,
quality proposals, and requests for information (RFIs) in the calendar year (CY) 2027 Outpatient
Prospective Payment System (OPPS) Proposed Rule.

o Payment Update: CMS should increase the OPPS payment update for CY 2027 to reflect
higher growth in cost inputs, including labor and supply costs, amid financial uncertainty.

e Payment Reduction for 340B Drugs: CMS should withdraw the unlawful payment
reductions for 340B drugs, which violate the Medicare statute and would devastate
hospitals facing financial pressures and their patients.

! Established in 1876, the AAMC is a nonprofit association dedicated to improving the health of people everywhere
through medical education, clinical care, biomedical research, and community collaborations. Its members are all
163 U.S. medical schools accredited by the Liaison Committee on Medical Education; 11 Canadian medical schools
accredited by the Committee on Accreditation of Canadian Medical Schools; more than 400 academic health
systems and teaching hospitals; and more than 70 academic societies. The AAMC also collaborates with the
Department of Veterans Affairs (VA) and VA medical centers through their academic affiliations with AAMC-
member institutions. Through these institutions and organizations, the AAMC leads and serves America’s medical
schools, academic health systems and teaching hospitals, and the millions of individuals across academic medicine,
including more than 220,000 full-time faculty members, 100,000 medical students, 167,000 resident physicians, and
60,000 graduate students and postdoctoral researchers in the biomedical sciences. Through the Alliance of
Academic Health Centers International, AAMC membership reaches more than 60 international academic health
centers throughout five regional offices across the globe.



http://www.regulations.gov/
https://click.email.aamc.org/?qs=ABB7InYiOjEsImQiOjQ5Nzl9AAcAAAAABbZmSZiWk3rHx27BS3Rw_dsyZHx2UraBh-vukARegKjiW_QN-t1TtXXSs7ZpMTO-GheES4ahY2u2Y5_C5zWSgRKQUHJcC9pvYao
https://click.email.aamc.org/?qs=ABB7InYiOjEsImQiOjQ5Nzl9AAcAAAAABbZmSZiX0nRs6iqE5pS5vZSEbMOKYq0s-khP0q1bXHnLrvvrb69qAnYurbw4VaLTnzDfNU0ZwQ04R85ch8SeP9OYBjnY5EKNdPc
https://click.email.aamc.org/?qs=ABB7InYiOjEsImQiOjQ5Nzl9AAcAAAAABbZmSZiYmYgkZEHcCu6zZRIxNN8RcIcorWGNux8lFH95KE7QziWj0azsJ0P6BSUQdrRvu1fA4mNxp2n1I8ldD0IH8f5f3ZTlCg0

Administrator Oz
August 31, 2026

Page 2

o CMS’ proposed payment policy exceeds the agency’s statutory authority because
it did not calculate and set payment rates for each specified covered outpatient
drug, as required by the Medicare statute.

o CMS’ survey failed to meet the statutory thresholds regarding sample size and
statistical validity of the drug acquisition cost survey.

o CMS must correct any unjustified survey methods that it used in arriving at ASP
minus 33.4 percent as the 340B acquisition cost.

o Participation in the 340B program is not a characteristic Congress intended for
CMS to use in varying drug payment rates to OPPS hospitals.

o By completely eliminating the benefit of the 340B program on Medicare OPPS
drugs, CMS’ proposed policy contradicts the purpose of this federal program
codified in another statute.

o CMS does not have the authority to reduce drug payments to non-excepted
provider-based departments (PBDs), let alone to do so in a non-budget neutral
manner.

o By directing resources away from academic health systems, teaching hospitals,
and safety net hospitals in favor of other hospitals, CMS’ policy would undermine
the work that the Department of Health and Human Services (HHS) and the
administration are leading to improve health care access and quality.

o CMS should be transparent in its methodology for reducing 340B payments, by
providing its methodology for calculating the reduction amount and the offsetting
budget neutrality increase.

o If CMS were to nonetheless proceed with these unlawful reductions, CMS should
ensure there is an add-on payment, that it updates the budget neutrality
adjustment, and that the policy mitigates unnecessary administrative burden.

Adjustment To OPPS Payments For Non-Drug Items and Services: CMS should not
move forward with accelerating the 340B remedy recoupment policy.

Prior Authorization: CMS should reconsider the use of prior authorization for OPPS
services and further shorten prior authorization timelines to 24 hours for emergency
requests and 48 hours for standard requests.

Site Neutral Policies — Imaging without Contrast: The AAMC opposes CMS’ proposal
to extend site-neutral policies to imaging without contrast services in excepted oft-
campus hospital outpatient departments as these payment cuts are likely to negatively
impact access to care, particularly for the most complex patients.

Elimination of the Inpatient Only (IPQO) List: The AAMC urges CMS to stop or slow
down the elimination of the IPO list to evaluate outcomes and ensure the establishment of
proper payment rates.

Ambulatory Surgical Center Covered Procedures List (ASC CPL): CMS should
reinstate the general criteria and exclusion criteria used for the ASC CPL and conduct a
comprehensive review of the 618 procedures for addition by clinical experts before
adding them to the ASC CPL.
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e Provider-Based Attestation and NPI Requirements: CMS should implement provider-
based attestation and NPI requirements in a way that minimizes operational disruption
and downstream impacts to patient care.

o Software as a Medical Service (SaMS): The AAMC urges CMS to clarify the SaMS
definition in comparison with the Food and Drug Administration’s (FDA’s) definition
and maintain a temporary payment solution until a permanent payment policy is
implemented.

e Non-Opioid Treatments for Pain Relief: The AAMC urges CMS to continue to
provide additional payments for non-opioid treatments for pain relief beyond CY 2027.

o EMTALA and Accrediting Organizations: CMS should ensure a sufficient transition
period and adequate training for accrediting organizations on proposed EMTALA
changes.

e Hospital Price Transparency RFI: CMS should ensure price transparency information is
accessible and meaningful to patients, while minimizing unnecessary burden on
providers.

o Separate Inpatient Prospective Payment System (IPPS) Payment for Personal
Protective Equipment (PPE) and Essential Medicines: CMS should expand the scope of
products eligible for add-on payments and ease hospital reporting burden but do not
implement the policy in a budget neutral manner.

o Changes to the Qutpatient Quality Reporting (OOR) Program: CMS should finalize
measure removals as proposed and develop a single, enterprise measurement of advance
care planning in the hospital setting rather than two similar but distinct measures for the
inpatient and outpatient quality programs.

PAYMENT PROPOSALS

PAYMENT UPDATE

CMS Should Increase the OPPS Payment Update for CY 2027 to Reflect Higher Growth in
Cost Inputs, Including Labor and Supply Costs, Amid Financial Uncertainty

For CY 2027, CMS is proposing an OPPS conversion factor update of positive 2.4 percent. The
proposed OPPS payment update is based on the fiscal year (FY) 2027 IPPS proposed rule?
market basket increase of 3.2 percent and a total factor productivity adjustment of minus 0.8
percentage points (p. 41762). As highlighted in our response to this year’s IPPS proposed rule,
we remain concerned that the data used to calculate the FY 2027 market basket update is not
representative of the significantly higher growth in cost inputs that hospitals continue to
experience and may not accurately capture the total factor productivity adjustment.®> The FY
2027 IPPS final rule finalized a market basket update of 3.2 percent minus a total factor
productivity adjustment of 0.9 percentage points, which equated to a final update of 2.3 percent.*

291 FR 49570
3 AAMC, Comments to CMS on the FY 2027 IPPS Proposed Rule (June 2026)
491 FR 49570
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We anticipate CMS will adopt a similar update in the OPPS final rule. The inadequate proposed
FY 2027 update, market basket updates in preceding years that fell short of the actual pace of
inflation, and policy changes that are resulting in payment reductions to hospitals, necessitate a
course correction from CMS to ensure Medicare payments are accurately updated to reflect
hospital input costs.

The CY 2027 OPPS market basket update, which is insufficient to begin with, is offset by
policies including the proposal to reduce payment for 340B drugs by nearly 40 percent and the
proposal to accelerate the recoupment for increased payment of OPPS non-drug items and
services from January 1, 2018, through September 22, 2022 (p.41870). AAMC analysis found
that the proposed year-over-year change in the OPPS base payment rate is -0.97% for CY 2027
once accounting for other adjustments and the 340B remedy offset.”> CMS’ OPPS Hospital
Impact File further confirms this reduction by showing total OPPS payments declining from
$76.9 billion in CY 2026 to $75.9 billion in CY 2027, a 1.3 percent decrease. This erosion of the
payment update becomes even more pronounced for 340B eligible hospitals, who serve a
disproportionate number of underserved patients, due to additional proposals within this
proposed rule (p.41883). Further, the decrease in payment is not applied equally across
providers. For AAMC member hospitals this disproportionate impact is pronounced, resulting in
a negative 7.3 percent CY 2027 change in OPPS payments. ® Taken together, the proposals
included render the payment update not only insufficient, but deeply concerning in light of the
current economic uncertainty facing hospitals. Our comments below further discuss the concerns
associated with CMS’ proposals to reduce payments.

The update does not adequately account for the financial challenges hospitals continue to face.
We recommend CMS utilize alternative data sources updated at a faster cadence to better reflect
true labor and input cost increases. The data CMS is currently using to calculate the FY 2027
inpatient market basket update, which is also used to calculate the OPPS conversion factor
update, does not appropriately reflect the dramatic cost increases that hospitals and health
systems have experienced. Hospital costs are a result of several inputs coming together, many of
which have faced pressure from other economic policies and world events.”®° As affordability
continues to be a growing concern for Americans across the country, this worry is no different
for hospitals who also operate as consumers in the current economic environment.

As a result of these pressures, hospitals continue to experience substantial annual increases in
their expenses, with increases per calendar year of 16 percent for labor, 25 percent for drugs, and

> Source: AAMC analysis of CMS OPPS Proposed Rule Impact file, CY2027. AAMC membership data, July 2026.
340B eligibility status extracted from HRSA’s OPAIS database, July 2026.

6 1d.

7 Polsinelli, Beyond the Pump: The Iran War’s Adverse Impact on U.S. Health Care (May 2026)

8 McGough, Matt. KFF. Tariffs Are Driving 2026 Health Insurance Premiums Up (June 2025)

9 Presidential Proclamation: Adjusting Imports Of Pharmaceuticals And Pharmaceutical Ingredients Into The United

States (April 2, 2026)


https://www.polsinelli.com/publications/iran-wars-adverse-impact-us-health-care
https://www.kff.org/quick-insights/tariffs-are-driving-2026-health-insurance-premiums-up/
https://www.whitehouse.gov/presidential-actions/2026/04/adjusting-imports-of-pharmaceuticals-and-pharmaceutical-ingredients-into-the-united-states/
https://www.whitehouse.gov/presidential-actions/2026/04/adjusting-imports-of-pharmaceuticals-and-pharmaceutical-ingredients-into-the-united-states/
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25 percent for supply expenses since May 2023.!° At the same time, hospital operating margins
fell 5 percent nationally in the first five months of 2026 compared to the same period a year
earlier, highlighting further a need for data availability that is closer to real time.!! The financial
outlook for academic health systems is even more grim—AAMC member hospital overall
Medicare fee-for-service margins were negative 18.5 percent in fiscal year 2023.!2 We do not see
these cost trends lessening in CY 2027 or the foreseeable future. Alternatively, we expect
economic pressure on hospitals to worsen as a result of continued economic and supply chain
uncertainty stemming from tariffs, increased energy costs, substantial changes to Medicaid and
the Health Insurance Marketplaces, and other external pressures. While CMS’ role is not to
completely eradicate financial pressures, it is in CMS’ best interest for its beneficiaries to ensure
sustainability of providers by establishing Medicare payment rates reflective of the cost of
furnishing care. When the market basket understates actual input costs and their growth,
Medicare payment rates become increasingly disconnected from provider costs. So, if one year’s
payment update lags behind actual costs, it builds each year creating an even greater gap between
Medicare payment rates and the actual costs. This creates structural underpayment that cannot be
offset through operational efficiencies alone and is further compounded by other policy changes.

The AAMC continues to echo our comments that showcase the gap between forecasted and
actual market data, highlighting the impact of CMS’ underestimation of actual cost increases.
Due to the continued implementation of inadequate market-basket updates coupled with the
growing financial pressures for providers, it is necessary for CMS to issue a course correction to
ensure Medicare payments are accurately updated to reflect hospital input costs and maintain
continued access to care as hospitals face increasing economic pressure. For these reasons, we
again urge CMS to reconsider the CY 2027 OPPS market basket to reflect these financial
challenges by substituting inpatient market basket data used to set the outpatient update
with more relevant and updated data sources.'* Specifically, under section 1833(t)(3)(C)(iv)
of the Social Security Act, CMS can “substitute[e] for the market basket percentage increase an
annual percentage increase that is computed and applied with respect to covered OPD services
furnished in a year in the same manner as the market basket percentage increase is determined
and applied to inpatient hospital services for discharges occurring in a fiscal year.” An increased
market basket would protect Medicare beneficiaries’ access to health care by enabling health
systems to continue to provide essential care to beneficiaries.

13

AAMC member health systems continue to experience financial challenges, including workforce
shortages, capacity constraints, insufficient reimbursement by payers, supply chain disruptions,

10 Kaufman Hall, National Hospital Flash Report: May 2026 Data (June 2026)

U d.

12 Notes: Margins are as reported, after sequestration, and excludes outlier institutions, both high and low. General
formula: (Revenues - Expenses) / Revenues. Operating Margin: revenues include all sources other than
“Contributions, Donations, Bequests” and “Investment Income” and expenses include all hospital expenses. Source:
AAMC analysis of FY2023 Hospital Cost Reporting Information System (HCRIS), July 2025 release. AAMC
membership data, September 2025.

13 AAMC, Comments to CMS on the FY 2026 IPPS Proposed Rule (June 2025)

4 AAMC, Comments to CMS on the CY 2025 OPPS Proposed Rule (September 2024)



https://www.vizient.com/insights/reports/national-hospital-flash-report/may-2026-data
https://www.aamc.org/media/84111/download?attachment
https://www.aamc.org/media/78971/download?attachment
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and significant growth in expenses such as labor costs. Technology and drug costs also continue
to climb. In 2024, just one drug, Keytruda, accounted for 4.6 percent of all OPPS payments. '
These trends in drug costs are expected to continue for new drugs entering the market. '

These challenges are not new, but they are exacerbated by the introduction of new payment and
coverage policy changes. These challenges are expected to be worsened by the proposals within
this proposed rule as well as CMS’ implementation of the One Big Beautiful Bill Act, referred to
by CMS as the Working Families Tax Credit Act (WFTCA).!” The WFTCA includes a historic
$1 trillion cut in federal spending on Medicaid and the Health Insurance Marketplaces over the
next decade. Further, according to the Congressional Budget Office, the law is projected to result
in an increase of approximately 10 million uninsured people by 2034, most of whom would have
been covered by Medicaid and the Affordable Care Act’s Health Insurance Marketplaces.'®
These cuts are further compounded by the expiration of Advance Premium Tax Credits, which is
expected to cause decreased enrollment in every state except New Mexico in 2026.' It is likely
that these patients losing coverage as a result of changes to Medicaid and the ACA marketplace
plans will increase the need to provide charity care and uncompensated care by academic health
systems, which currently account for 27 percent of Medicaid inpatient days and 32 percent of
uncompensated care costs.?’ Additionally, the law would reduce funding sources and
reimbursement for state Medicaid programs, further reducing payments to hospitals and other
providers. These negative forces have already begun pushing academic health-systems to explore
difficult financial decisions in order to maintain the least disruption to patient access to care.’!
The potential for loss of services and access due to these cuts is high, and will impact all patients,
including Medicare beneficiaries. Insufficient reimbursement of Medicare services will only
accelerate these realities. CMS should accurately update the current market basket and correct
errors in prior years’ updates to ensure beneficiaries retain access to their providers and needed
services.

Adding to these financial pressures and uncertainty is the introduction of new tariffs, which
continue to shift and evolve, affecting the costs for many supplies and products purchased by
hospitals. These policies will inevitably subject hospitals to significant price increases in CY
2027 on items such as pharmaceuticals, medical supplies, medical devices, and building

15 Patton, K., Oakes, A. Trillian Health. Medicare Drug Spending Is Increasing While Service-Based Utilization
Holds Flat, As the Medicare Trust Fund Nears Insolvency (August 2026)

16 AARP, Top Medicare Drug Prices Increase After Entering the Market (January 2026)

17 Public Law 119-21

18 Congressional Budget Office, Estimated Budgetary Effects of Public Law 119-21, to Provide for Reconciliation
Pursuant to Title II of H. Con. Res. 14, Relative to CBO’s January 2025 Baseline (July 21, 2025).
https://www.cbo.gov/publication/61570

19 KFF, How Has ACA Marketplace Enrollment Changed Across States in 20262 (July 2026)

20 Notes: Data reflect short-term, general, non-federal hospitals. Data for AAMC-member teaching hospitals reflect
integrated and independent AAMC members.

Source: AAMC analysis of FY2024 American Hospital Association Annual Survey Database, and the National
Cancer Institute’s Office of Cancer Centers, 2024. AAMC membership data, December 2025

2l AAMC, Hospitals make painful choices as federal cutbacks add to economic headwinds (August 7, 2025)



https://www.trillianthealth.com/market-research/studies/medicare-drug-spending-rises-trust-fund-insolvency?utm_medium=email&_hsenc=p2ANqtz-8smhbJZWgH8NBzyOfLSr4S02MFSGSAERXEslK3ocS6eEOg8juW8oJjLme03TXifAWjQuzaWuBVhRIZJTRxxVxA3wO9Zg&_hsmi=431912705&utm_content=431912705&utm_source=hs_email
https://www.trillianthealth.com/market-research/studies/medicare-drug-spending-rises-trust-fund-insolvency?utm_medium=email&_hsenc=p2ANqtz-8smhbJZWgH8NBzyOfLSr4S02MFSGSAERXEslK3ocS6eEOg8juW8oJjLme03TXifAWjQuzaWuBVhRIZJTRxxVxA3wO9Zg&_hsmi=431912705&utm_content=431912705&utm_source=hs_email
https://www.aarp.org/pri/topics/health/prescription-drugs/top-medicare-drug-prices-increased-entering-market/
https://www.kff.org/affordable-care-act/how-has-aca-marketplace-enrollment-changed-across-states-in-2026/
https://www.aamc.org/news/hospitals-make-painful-choices-federal-cutbacks-add-economic-headwinds?utm_source=sfmc&utm_medium=email&utm_campaign=aamcnews&utm_content=newsletter
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materials used in capital projects.?> Most recently as of these comments, new tariffs have been
applied to patented pharmaceutical imports.??> Other common supplies and personal protective
equipment, such as gowns, gloves, and masks, are also subject to tariffs and are routinely
imported.>* While we acknowledge CMS’ continued interest and effort to onshore production of
these products and supplies, this is an ongoing effort that will take time to implement. In the
meantime, a number of these products and supplies rely on importation, providing hospitals with
limited ability to avoid higher costs as a result of tariffs.

In addition, CMS includes a higher-than usual total productivity adjustment of negative 0.8
percentage points, further reducing an already inadequate payment update. Productivity
adjustments are based on a 10-year rolling average of data CMS acquires from the Bureau of
Labor Statistics. Due to this rapid and significant increase continuing in 2027, CMS should
evaluate why and how the rolling average experienced such a significant increase and remains
elevated when compared with the productivity adjustments from prior years ranging from 0.2 to
0.5 percentage points. Additionally, providing labor-intensive clinical care to patients cannot be
automated in the same way that businesses in other sectors, such as manufacturing, are able to
realize productivity increases which brings into question the use of the productivity adjustment
in this context. This conclusion has been supported by the CMS chief actuary in the past, who
has found that “hospital TFP growth [is] below BLS estimates of nonfarm business TFP growth”
and that “other published estimates of hospital productivity also seem to indicate that hospitals
are unable to achieve the productivity gains of the general economy over the long run.”> We
refer CMS to our response to the FY 2027 IPPS proposed rule for further comments on the total
productivity adjustment.?® Ultimately, we ask CMS to reevaluate its methodology and data
sources used to calculate these values.

OPPS PAYMENT REDUCTION FOR 340B PURCHASED DRUGS

CMS Should Withdraw the Unlawful Payment Reductions for 340B Drugs, which Violate the
Medicare Statute and Would Devastate Hospitals Facing Financial Pressures and Their
Patients

More than four years after CMS’ previous policy to reduce payments to 340B hospitals was
declared unlawful by the Supreme Court,?’ the agency again attempts to implement an unlawful
policy that would be even more damaging to hospitals and their patients. While CMS proposes to
use a different statutory authority this time around, this policy is just as unlawful, significantly
more harmful to the hospitals that Congress intended to support through the 340B program, and

22 "Tariffs: Added Strain On The US Health Care System," Health Affairs Forefront, September 18, 2025.

23 Corewell, Trump Administration Imposes Section 232 Tariffs on Patented Pharmaceutical Imports; Tiered Rate

Structure Takes Effect Beginning July 31, 2026 (April 2026)
24 Axios. Hospitals Begin to Grapple with Tariff Fallout. May 1, 2025.

https://www.axios.com/2025/05/01/hospitalsstruggle-tariff-impacts

2> Memo from CMS Chief Actuary. Hospital Multifactor Productivity: An Updated Presentation of Two
Methodologies Using Data through 2019. June 2, 2022.

26 AAMC Comments on the FY 2027 IPPS Proposed Rule (June 2026)

2T AHA v. Becerra, 596 U.S. 724 (2022).



https://www.healthaffairs.org/content/forefront/tariffs-added-strain-us-health-care-system
https://www.crowell.com/en/insights/client-alerts/trump-administration-imposes-section-232-tariffs-on-patented-pharmaceutical-imports-tiered-rate-structure-takes-effect-beginning-july-31-2026
https://www.crowell.com/en/insights/client-alerts/trump-administration-imposes-section-232-tariffs-on-patented-pharmaceutical-imports-tiered-rate-structure-takes-effect-beginning-july-31-2026
https://www.cms.gov/files/document/productivity-memo.pdf
https://www.cms.gov/files/document/productivity-memo.pdf
https://www.aamc.org/media/90356/download?attachment
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predicated on a hasty and faulty survey of drug acquisition costs that failed to meet statutory
requirements.

From 2018 to 2022, CMS withheld nearly $11 billion to hospitals participating in the 340B Drug
Pricing Program, through its arbitrary reduction in OPPS reimbursement to these hospitals.
Through that policy, CMS reduced payment rates from the statutory default payment of average
sales price (ASP) plus 6 percent to ASP minus 22.5 percent, arguing that its policy was intended
to approximate 340B hospital acquisition costs and to save Medicare beneficiaries money
through reduced coinsurance payments. To maintain overall OPPS budget neutrality, CMS offset
its payment cut by increasing payment for non-drug items and services to all OPPS hospitals
through a 3.19% conversion factor increase. Through that offset, CMS paid OPPS hospitals an
additional $7.8 billion for non-drug items and services over the years in which the drug
reimbursement reduction was in effect.

In the CY 2027 proposed rule, CMS intends to revisit this policy after having conducted a survey
earlier this year of OPPS hospital drug acquisition costs. The agency conducted a survey of
hospitals and concluded that due to the “significant difference” between drug acquisition costs
for 340B drugs and non-340B drugs, it should reduce reimbursement for 340B drugs from the
OPPS payment rate of ASP plus 6 percent to ASP minus 33.4 percent (p. 41887). CMS estimates
these cuts will result in a reduction in $4.85 billion to 340B hospitals in CY 2027, with this
policy remaining budget neutral through an 8.44 percent increase in payment for non-drug items
and services (p. 41895). In addition to the $4.85 billion in cuts, CMS proposes to extend this
policy in a non-budget neutral way to non-excepted, off-campus PBDs, which amounts to an
additional $920 million in payment reductions to 340B hospitals. These reduced payments that
would apply to non-excepted PBDs would not be paid back into the OPPS. All told, this ill-
advised and legally defective policy would reduce payment to 340B hospitals—those safety net
hospitals Congress intended to support through the drug discount program—by $5.77 billion,
while benefiting primarily non-340B hospitals through the budget neutrality offset. That
translates to a $5.77 billion cut to patients who need the care provided by these facilities the
most. In this section, we maintain that:

e CMS’ proposed payment policy exceeds the agency’s statutory authority because it did
not calculate and set payment rates for each specified covered outpatient drug, as required
by the Medicare statute.

e CMS’ survey failed to meet the statutory thresholds regarding sample size and statistical
validity of the drug acquisition cost survey.

e CMS must correct any unjustified survey methods that it used in arriving at ASP minus
33.4 percent as the 340B acquisition cost.

e Participation in the 340B program is not a characteristic Congress intended for CMS to
use in varying drug payment rates to OPPS hospitals.

e By completely eliminating the benefit of the 340B program on Medicare OPPS drugs,
CMS’ proposed policy contradicts the purpose of this federal program codified in another
statute.
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e (CMS does not have the authority to reduce drug payments to non-excepted PBDs, let
alone to do so in a non-budget neutral manner.

e By directing resources away from academic health systems, teaching hospitals, and safety
net hospitals in favor of other hospitals, CMS’ policy would undermine the work that
HHS and the administration are leading to improve health care access and quality.

e (CMS should be transparent in its methodology for reducing 340B payments, by providing
its methodology for calculating the reduction amount and the offsetting budget neutrality
increase.

e [f CMS were to nonetheless proceed with these unlawful reductions, CMS should ensure
there is an add-on payment, that it updates the budget neutrality adjustment, and that the
policy mitigates unnecessary administrative burden.

CMS’ proposed payment policy exceeds the agency s statutory authority because it did
not calculate and set payment rates for each specified covered outpatient drug, as
required by the Medicare statute

In the rule, CMS calculates a mean acquisition cost for 340B drugs of ASP minus 33.4 percent
and proposes to set 340B hospital reimbursement at this rate for most 340B drugs that are
reimbursed through the OPPS. This payment rate would apply across all separately payable, non-
pass through drugs®® administered or dispensed at 340B hospitals in the OPPS. Non-340B
hospitals would continue to be paid at the higher statutory default payment rate of 106 percent of
ASP, which has been the prevailing reimbursement rate since 2007.%

The Social Security Act (SSA) provides clear guidelines to CMS on how it is to calculate the
payment rates for specified covered outpatient drugs (SCODs) reimbursed through the OPPS. In
the Medicare Modernization Act (MMA) of 2003, Congress laid out both a definition of SCODs
as well as payment methodology that CMS is to follow in reimbursing for SCODs. *° These
changes to the MMA provided CMS with the two options that are now in statute: 1) conduct an
acquisition cost survey and set payment for each SCOD based on acquisition cost; or 2) if
acquisition cost data are not available, use the average sales price for that drug for that year.
Because CMS has never been able to accurately obtain hospital actual acquisition cost (AAC)
data, it has opted to pay based on 100 percent of ASP plus some add-on amount since 2005.

In proposing to set an across-the-board payment rate applicable to all Part B drugs, CMS did not
follow the specific drug reimbursement methodology outlined in the SSA’s provisions governing
OPPS reimbursement. Section 1833(t)(14)(D) of the SSA, which covers the acquisition cost
survey for specified covered outpatient drugs (SCODs), requires CMS to “conduct periodic
subsequent surveys to determine the hospital acquisition cost for each specified covered

28 In the rule, CMS proposes to apply the policy to drugs with status indicator K, while not applying the policy to
pass-through drugs (status indicator “G”), non-opioid treatment for pain relief drugs (status indicator “K1”), and
packaged drugs (status indicator “N”).

2 CMS. CY 2007 OPPS Final Rule with Comment Period. 71 Fed. Reg. 68010 (November 24, 2006).

30 Medicare Prescription Drug, Improvement, and Modernization Act of 2003. Pub. Law No. 108-173 (Dec. 8,
2003).
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outpatient drug for use in setting the payment rates under subparagraph (A).” The statute is
therefore unequivocal in requiring that CMS determine the acquisition cost for each SCOD. A
universal acquisition cost is a shortcut that is not allowed.

This emphasis on each individual outpatient drug extends beyond the methodology for the
survey into the prescribed method for setting payment rates. Section 1833(t)(14) of the SSA,
which covers “drug APC payment rates,” states that the “amount of payment under this
subsection for a specified covered outpatient drug (defined in subparagraph (B)) that is furnished
as part of a covered OPD service (or group of services) . . . (iil) in a subsequent year, shall be
equal . . . (I) to the average acquisition cost for the drug for that year.”' The statute therefore
clearly references payment for “a” SCOD and the AAC for “the drug” for the year. That is, the
Medicare statute does not authorize CMS to set a one-size-fits-all payment rate that represents
the average acquisition cost of all drugs (in this case, all 340B drugs) but instead requires the
payment rate to reflect the differences in AAC for each SCOD.

In its unanimous 2022 opinion on the previous OPPS drug payment cuts, the Court aftirmed this
point that OPPS reimbursement for SCODs is to be determined at the drug level, noting that
“[the Social Security Act] requires reimbursement in an ‘amount’ that is equal to ‘the average
price for the drug in the year.” Ibid. The text thus requires the reimbursement rate to be set drug
by drug, not hospital by hospital or hospital group by hospital group.”*? While this language
referred to CMS’ authority under paragraph (II), which is the methodology CMS is to use if it
does not conduct an acquisition cost survey, the same language in the statute applies to
reimbursement set using an acquisition cost survey. The quoted language regarding the
reimbursement at an “amount” for each drug is found in the introductory language of
1833(t)(14)(A), which precedes the specific language providing CMS two options to determine
that amount for each SCOD. Moreover, in discussing CMS’ authority to adjust acquisition cost
payments by hospital group if it first conducted an appropriate survey, the Court emphasized that
would have to be done at the drug level: “If the agency has conducted a survey and collected that
data, then HHS may use the data to set reimbursement rates equal to ‘the average acquisition cost
for the drug.””*® These points underscore the clarity in the statute that the acquisition cost
calculation and the subsequent setting of payment rates using these acquisition costs, must be
done at the drug level and not through an average across all drugs.

In the Outpatient Drug Acquisition Cost Survey (ODACS) that CMS administered in early 2026,
CMS requested data on 1,843 national drug codes (NDCs) across 419 HCPCS codes. CMS used
this information to calculate an average acquisition across all NDCs and HCPCS codes to arrive
at its ASP minus 33.4 percent figure. In addition to the sample size, representation, and data
quality issues that are discussed below, CMS’ method of generating a one-size-fits-all acquisition
cost margin across all NDCs increases the risk of underpayment to a substantial portion of
NDCs, hospitals, or regions. A national policy based on this single acquisition cost calculation

31 Social Security Act Section 1833(t)(14) (emphasis added).
32 (emphasis added) p. 11 of opinion.
3 AHA v. Becerra, 596 U.S. 724 (2022), slip. op at 9.
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ignores the wide differences across 1,843 NDCs, 519 HCPCS codes, nine therapeutic classes,
and hundreds of hospitals in different geographic regions.

CMS should have instead followed the methodology in the statute to calculate and set payment
for each SCOD. CMS should have followed this methodology but failed to do so, violating
the statute’s clear requirement that the analysis and the payment be done at the SCOD
level.

CMS’ survey failed to meet the statutory thresholds regarding sample size and statistical
validity of the drug acquisition cost survey

CMS’ proposed policy violated another central requirement of the Social Security Act—it failed
to meet the specific guardrails established by the statute for how CMS is to conduct the survey to
ensure its results are accurate and can be used to set OPPS payment rates. The SSA requires that
CMS’ surveys “shall have a large sample of hospitals that is sufficient to generate a statistically
significant estimate of the average hospital acquisition cost for each specified covered outpatient
drug.”** In reviewing CMS’ discussion of the survey methodology and results in the preamble to
the rule and in the associated technical report,® it is evident that CMS omitted key
considerations and failed to follow the carefully prescribed methodology required by the statute
to ensure the reliability and validity of the results that would be used to set payment rates.

First, CMS’ survey sample size does not meet the statutory threshold of being a “large” sample.
CMS administered the survey to 4,494 OPPS-eligible entities (p. 41880). Refining these entities
further to consolidate hospital subunits and exclude entities that had no reported acquisition costs
or outpatient billing volume for the HCPCS codes, the survey eligible number of hospitals was
3,147. Of these hospitals surveyed, only 41.4 percent (or 1,304 hospitals) provided data to CMS.
Focusing specifically on 340B hospitals, only 28.6% of 340B hospitals surveyed reported data to
CMS. These numbers do not meet the requirement that the acquisition cost survey include a
“large sample of hospitals.” Because CMS decided to place 340B hospitals into one group, both
for purposes of calculating the AAC and for setting the payment rate, the response rate for this
subgroup of hospitals—which resulted in only 431 340B hospitals submitting usable data—was
even lower and less satisfactory than the overall response rate and has direct effects on CMS’
ability to accurately calculate the AAC.

The statute requires that the survey includes a large sample of hospitals so that the survey
produces accurate and reliable data that would capture variations in AAC across hospital types.
There are multiple reasons that AAC could vary from hospital to hospital, including purchasing
volume, negotiated discounts and rebates, participation in a group purchasing organization, and
other factors. In failing to capture a majority of OPPS hospitals and in including fewer than a
third of 340B hospitals, CMS failed to meet the large sample size requirement of the statute.

Second, the small sample size and low response rates undermine the sample’s representativeness
at both the hospital and the drug level. The inadequate hospital representation in the survey

3 1833(t)(14)(D)(iii) (emphasis added).
35 CMS. Technical Report: 2026 OPPS Drug Acquisition Cost Survey. July 2026.
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biases the results and continues to do so even after CMS uses the inverse probability weighting
(IPW) methodology. CMS should not place confidence in the results.

Respondent hospitals were systematically different from the eligible hospital population and
different from non-respondents (Table 6 of CMS’ ODACS technical report). These respondent
hospitals had lower drug claims volume, smaller bed size, greater rurality, and were less likely to
be major teaching hospitals. There is also a significant regional difference between responding
and non-responding hospitals. Although CMS used IPW to adjust for non-response bias, IPW is
insufficient because the technique can only correct characteristics that are measured and included
in the model — it cannot account for unobserved and important drivers of non-response, such as
administrative capacity, reasons for opting out, systematic differences in purchasing
sophistication, or the 340B drug discount itself.

This approach does not comply with statutory requirements because it fails to account for the
underlying variability in the AAC for each drug, therefore resulting in reductions in
reimbursement for certain types of drugs even below their AAC. Although CMS provided the
representativeness check and improvement for hospitals, including response-rate comparisons,
propensity scores, IPW, bootstrapped confidence intervals, none of these diagnostics or
improvement strategies were applied at the drug or NDC level. With drug acquisition cost being
the ultimate object of interest, sample’s NDC-level representativeness remained unchecked and
likely inherited and possibly amplified the same bias from the hospital-level misrepresentation.
Although all relevant drugs and biological products were included in the data and drug volume
was weighted, when certain types of hospitals (especially those with high OPPS drug claim
volume, large hospitals, and teaching hospitals) systematically under-responded in the source
data, the aggregate acquisition cost margin for a given drug/NDC could still be biased through
underrepresentation.

CMS states there were 146,117 unique survey records (Table 2 of technical report), which are
defined in the report as: “the unique combination of CCN, NDC, and 340B or non-340B
acquisition from each ODACS response.” Dividing the number of survey records by 3,686
NDC/340B drug status combinations (arrived at by multiplying 1,843 unique NDCs by two, to
account for each unique NDC being either a 340B or non-340B drug) yields an average of 39
responses per NDC/340B combination. Such a dismal response rate for each NDC cannot be
considered either “large” or sufficient to yield a statistically significant estimate of the
acquisition cost of each SCOD.

Finally, the survey data consist entirely of self-reported data with no independent verification:
the survey relies on hospitals accurately reporting their own net acquisition costs, including
bundled rebates and discounts that aren't always cleanly attributable to a specific NDC. The
exclusion criteria (Section 3.3 of the technical report) show the magnitude of this problem in
practice, with 8.9% of records dropped as anomalous (data entry errors, unit-of-measure
confusion, duplicate subunit submissions, etc.). CMS admits there was insufficient time and
resources to reach out to every entity that submitted anomalous data.
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Ultimately, CMS failed to meet the specific requirements put in place by the statute to ensure
that data being produced by a survey are accurate representations of AAC that can be used in rate
setting. The Supreme Court, quoting the agency, stressed the underlying difficulty of
administering a survey and the resultant inaccuracies in the data produced by such surveys, citing
HHS’ previous admissions:

Indeed, HHS has only once attempted to conduct such a survey—in 2020, after this
litigation commenced. At oral argument in this Court, the Government explained that
HHS had not previously attempted to conduct such surveys because the surveys are “very
burdensome on the study takers,” are “very burdensome on the hospitals,” and do not
“produce results that are all that accurate.” Tr. of Oral Arg. 41-42.3°

In CMS’ own words, the surveys do not “produce results that are all that accurate.” Setting
payment rates using survey results that are inaccurate would be a fundamental violation of the
SSA’s SCOD payment methodology. Due to the strict statistical and methodological guardrails
put in place by the statute, CMS has not succeeded in completing a survey previously and has
instead opted to pay hospitals based on ASP. Therefore, we urge CMS to withdraw its proposal to
base payment on these survey results and revert to paying all OPPS hospitals at ASP plus six
percent.

CMS must correct any unjustified survey methods that it used in arriving at ASP minus
33.4 percent as the 340B acquisition cost

In addition to CMS failing to meet the fundamental requirements of a survey outlined in the
SSA, there were other methodological choices that CMS made in conducting the survey that call
into question the accuracy and robustness of the conclusions drawn from the collected
acquisition cost data, particularly CMS’ methodology on treating extreme observations and
weighting survey data.

CMS' inappropriate handling of extreme observations introduces additional bias for the
following reasons:

e Penny priced drugs: In the 340B program, certain drugs are subject to additional
discounts below the 340B discount if the price of the drug rises faster than inflation. In
certain instances, the ceiling price of the drug can be zero or even a negative number,
which results in the purchase price of the drug being capped at $0.01. CMS did not
address its treatment of penny priced drugs in the rule. However, when CMS conducted a
survey in 2020 and proposed to set CY 2021 payment rates using the survey data, it
explicitly excluded penny priced drugs in its calculation of the payment rate.’” Due to
CMS’ silence on this issue in the current rule and survey technical report, we must
assume that CMS included penny priced drugs in its calculation, which would have
resulted in these drugs skewing the average 340B discount downwards.

36 AHA v. Becerra, 596 U.S. 724 (2022), slip. op at 3-4.
37CY 2021 OPPS Proposed Rule. 85 Fed. Reg. 48772, 48888. August 12, 2020.
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e Drugs purchased above ceiling price: CMS states that it excluded drugs that 340B
covered entities purchased above ceiling price. There are legitimate reasons that 340B
drugs can be purchased above ceiling price, such as when a drug is purchased at
wholesale acquisition cost under hospitals’ virtual inventory and replenishment models;
therefore, they should not be excluded. However, rather than omitting these observations,
they should be either included or evaluated at the ceiling price, since it is conceivable that
a 340B hospital can purchase a drug for higher than ceiling price.

e Other outlier removals: CMS chose to remove outliers greater than three standard
deviations from the mean instead of winsorizing those observations. Winsorization would
keep those observations but set their values to the threshold for greater confidence.
Additionally, because CMS set the value of the outlier threshold at three standard
deviations, there is the possibility for many drugs that this cutoff would remove only high
outliers and leave low outliers unaffected when three standard deviations below the mean
is less than $0. This asymmetry would decrease the reported acquisition price and
exaggerate the discount.

e Outlier method: CMS also removed too many high-cost outliers by inappropriately using
a non-standard outlier approach of specifying the geometric mean instead of arithmetic
mean (which is always higher than or equal to the geometric mean), without meeting any
of the criteria for using a geometric mean such as compounding data.

CMS arbitrarily chose an unjustified weighting strategy in generating the final acquisition cost
margins. CMS chose an ODACS acquisition volume weighting rather than using actual OPPS
claims volume weighting, which resulted in a weighting that misrepresents the services to which
a 340B-acquired drug payment cut would apply. CMS' estimates of the final acquisition cost
margin are also sensitive to different weighting strategies. Table 8 of CMS’ technical report
showed that the acquisition cost margin varies by 2.2 percentage points merely by switching
from using a ODACS acquisition volume to OPPS claims volume. Claiming that this is "minimal
impact," CMS arbitrarily chose the higher discount rate. An important national health care policy
like this deserves rigorous scrutiny.

Participation in the 340B program is not a “relevant characteristic” Congress intended
for CMS to use in varying drug payment rates to OPPS hospitals

The SSA’s acquisition cost payment methodology for SCODs states that CMS may “vary
[payment for each SCOD] by hospital group (as defined by the Secretary based on volume of
covered OPD services or other relevant characteristics).”*® CMS seeks comment “on our
proposal to use 340B covered entity status as a relevant characteristic to group hospitals for
purposes of payment based on average acquisition cost under section 1833(t)(14)(A)(ii1)(I) of the
Act and our proposal to vary the amount of payment for 340B-acquired drugs by the group of
hospitals that are enrolled in the 340B Program to more appropriately align payment with the
average acquisition cost for the drug” (p. 41889).

38 Social Security Act Section1833(t)(14)(A)(iii)(I)
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Under the Social Security Act, participation in the federal 340B Drug Pricing Program is
not a “relevant hospital characteristic” by which CMS can vary OPPS payment for each
SCOD. The SSA’s acquisition cost payment methodology for SCODs authorizes CMS to vary
payment by hospital group once it has conducted a robust survey of acquisition cost data that
meets the statutory parameters. CMS fell short of meeting the statutory thresholds for its survey
to produce accurate data on hospital acquisition costs. While the statute grants CMS discretion to
vary payment rates by certain characteristics at the SCOD level, it is clear that even if CMS
meets the survey requirements, the intent of Congress was never to include participation in the
340B program—a federal program codified in another statute, the Public Health Service Act—as
a characteristic that should be used to vary payment.

If Congress intended 340B participation to be used as a factor to differentiate Medicare drug
payment, it would have included it as one of the relevant characteristics in establishing the
SCOD payment rate methodology, given that in passing the MMA in 2003, the 340B program
had already been in existence for over a decade. That is, Congress well knew that 340B hospitals
had lower acquisition costs. Congress chose not to reference 340B in its SCOD reimbursement
methodology but also took additional steps to ensure 340B prices do not affect Medicare
reimbursement. It would be counterintuitive for Congress to enact a program that is intended to
enable hospitals to purchase certain drugs at lower acquisition costs and realize savings through
these discounts, only to completely eliminate the benefit of these discounts on Medicare drugs—
a sizable portion of 340B hospitals’ utilization—by allowing CMS to set their payment rate at
340B acquisition cost. In passing the 340B statute, Congress intended that the 340B program
would function by allowing covered entities to purchase these drugs at lower costs and to retain
the difference between reimbursement and the drug purchase price as a way to allow them to
“stretch scarce federal resources as far as possible, reaching more eligible patients and providing
more comprehensive services.”’

This point was emphasized by the Supreme Court in AHA v. Becerra. In responding directly to
HHS’ contention that Congress could not have intended for Medicare to “overpay” 340B
hospitals, the Court said:

But when enacting this statute in 2003, Congress was well aware that 340B hospitals paid
less for covered prescription drugs. After all, that had been the law for the duration of the
340B program, which began in 1992. In 2003, Congress nonetheless did not see fit to
differentiate 340B hospitals from other hospitals when requiring that the reimbursement
rates be uniform under option 2.

We agree with the Supreme Court’s assertion that Congress, with full knowledge of the 340B
program, chose not to reference this program in enacting a payment methodology for SCODs.
While the Supreme Court was speaking to CMS’ decision to vary payment rates under “option 2”
(the ASP-based payment methodology), it nonetheless confirms that Congress was aware of the

 {.R. Rep. No. 102-384 (Part IT), at 12 (1992)
40 4HA v. Becerra, 596 U.S. 724 (2022), slip. op at 12.
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acquisition cost differential between 340B and non-340B hospitals and did not choose to include
it as a factor.

The SSA says CMS may vary payment by relevant characteristic and references “volume of
covered OPD services” as one such relevant characteristic. Reviewing some of the early history
after the passage of the MMA is instructive in determining the types of “relevant characteristics”
that could be used by CMS. The MMA tasked the Government Accountability Office (GAO)
with conducting acquisition cost surveys in 2004 and 2005 and relaying those findings and
additional recommendations to Congress, including whether there was “variation in hospital
acquisition costs for drugs among hospitals based on the volume of covered OPD services
performed by such hospitals or other relevant characteristics of such hospitals (as defined by the
Comptroller General).”*!

When the GAO conducted its own survey of acquisition costs (which was flawed in many
respects), it did not include 340B as a relevant characteristic when examining differences in
hospital acquisition costs. Instead, it looked at other factors like teaching status, rurality, and
hospital size. Not only did the GAO choose to exclude 340B as a recommended characteristic to
vary payment by, but the GAO excluded 340B discounts altogether in its acquisition cost
calculations, noting “We have excluded prices under the 340B program, a federal program that
provides drug price discounts for certain health care entities, including those that provide health
care services for low-income individuals and individuals in medically underserved areas. (42
U.S.C. § 256b (2000)).” This was a clear acknowledgment by the GAO that 340B prices were
not intended to figure into acquisition cost calculations and the Medicare payment rate
calculation.

As another example of Congress’ intent to leave the 340B discount intact, when Congress created
the ASP payment methodology, it was clear that it did not want 340B prices to lower the ASP by
plainly excluding the use of 340B prices from the calculation of ASP. Section 1847A(c)(2)(A) of
the SSA, which governs the calculation of ASP, requires that “sales exempt from inclusion in the
determination of ‘best price’” be excluded from the ASP calculation. The calculation of best
price is used for setting Medicaid payment rates for covered outpatient drugs and excludes drugs
purchased using a 340B discount. Because drugs purchased with a 340B discount are exempt
from the best price calculation, they are exempt from inclusion in ASP as well. Congress
therefore clearly decided to exclude 340B prices from the calculation of the ASP so as not to
lower any future payment rates to 340B hospitals, and it follows that it did not expect 340B
discounts to factor into acquisition cost calculations either. This was further confirmed when the
GAO, which was given the authority by Congress to recommend “relevant characteristics,”
chose to entirely exclude 340B drugs from its acquisition cost calculations and did not include it
as a characteristic which CMS could use in varying payment to different groups of hospitals.

411833(t)(14)(D)(iv).
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CMS does not have the authority to reduce drug payments to non-excepted PBDs, let
alone to do so in a non-budget neutral manner

In addition to CMS’ projected $4.85 billion in reductions to Part B drug payments, CMS
proposes an additional $920 million drug payment reduction to non-excepted off-campus PBDs.
These are PBDs that are paid under a non-OPPS ““applicable payment system” as required by
Section 603 of the Bipartisan Budget Act (BBA) of 2015. Unlike the $4.85 billion in reductions,
which are offset with a budget neutrality adjustment that increases the conversion factor, CMS
proposes the $920 million would be non-budget neutral (p. 41893). We urge CMS to withdraw
these cuts to non-excepted PBDs, which are not subject to the 1833(t)(14)(A)(iii)(I)
authority that CMS uses to propose its acquisition cost-based payment methodology.

Section 603 of the BBA created a distinct class of hospital off-campus PBDs—those that were
not billing Medicare for services furnished before November 2, 2015. Congress mandated that
CMS cease paying these non-excepted PBDs under the OPPS and instead pay them “under the
applicable payment system under this part (other than under this subsection).”*? In its rulemaking
implementing Section 603, CMS determined that the applicable payment system under which
these non-excepted PBDs will be paid is the Medicare Physician Fee Schedule (““ for purposes of
payment for nonexcepted items and services, the applicable payment system is the MPFS”).%?
CMS further noted that with regard to separately payable drugs administered in the non-excepted
PBD setting, those “will be paid in accordance with section 1847A of the Act (that is, typically
ASP + 6 percent), consistent with payment rules in the physician office setting.”** Under the
PFS, payment for drugs is 106 percent of ASP under Section 1842(0)(1)(c), which references
1847A.

CMS attempts to avoid paying at 106 percent of ASP by claiming that drugs in non-excepted
payments are paid under a “prospective payment system” because non-excepted PBDs are paid
for items and services at 40 percent of the OPPS rate using what CMS calls a “relativity
adjuster.” Section 1842(0)(1) (which covers ASP-based drug payment in the PFS setting)
contains an exception from the ASP requirement for drugs that are paid on a cost or prospective
payment basis, so CMS cites this exception as authorizing it to apply another payment rate other
than ASP to drugs administered at non-excepted PBDs. However, CMS cannot have it both
ways. CMS has clearly stated the PFS, which is not a prospective payment system, is the
applicable payment system for non-excepted PBDs and that drugs administered at these PBDs
should be paid “consistent with payment rules in the physician office setting.” Section
1842(0)(1), which references section 1847A, does not contain an authority to vary payments
by group or to pay using AAC like 1833(t)(14)(a)(iii)(IT) does. Therefore, CMS cannot apply
its OPPS payment methodology to these separately payable drugs. We urge CMS to
withdraw this proposal.

42 Section 603(C) of BBA of 2015. Public Law No. 114-74 (November 2, 2015).
4 CY 2017 OPPS 81 Fed. Reg. 79720
4481 Fed. Reg. 79562, 79725 (November 14, 2016)
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If CMS were to nonetheless proceed with its proposal to apply the payments to non-excepted
PBDs, it should ensure the payments are budget neutral, in alignment with the rest of the policy.
CMS claims that these departments are paid under a prospective payment system yet attempts to
exempt them from the budget neutrality requirements of that prospective payment system. CMS
should reconcile these two positions—first, the reduction is unlawful because these PBDs are to
be paid at PFS rates. But if CMS chooses to adjust their rates under the claim that they are paid
under a prospective payment system, then it should apply the same budget neutrality
requirements that apply to a prospective payment like the OPPS to these payment reductions.

By completely eliminating the benefit of the 340B program on OPPS drugs, CMS’
proposed policy contradicts the purpose of another federal program codified in another
Statute

The 340B program is authorized through a statute separate from the Social Security Act—the
Public Health Service Act—and administered not by CMS but by the Health Resources and
Services Administration (HRSA). Congress enacted the 340B program to allow safety-net
hospitals and providers (referred to as “covered entities’) “to stretch their scarce federal
resources as far as possible, reaching more eligible patients and providing more comprehensive
services.” The 340B statute is prescriptive about which safety-net providers can and cannot
benefit from these steep discounts. 340B hospitals—which under statute can only be
governmental or non-profit hospitals—must demonstrate their commitment to providing care to
the underserved by meeting a disproportionate share hospital (DSH) adjustment percentage
threshold, which measures their Medicaid inpatient days and low-income Medicare days.
Conversely, for-profit hospitals and those that fail to meet the DSH thresholds are unable to
participate in the program and benefit from 340B discounts.

These 340B hospitals realize savings not because they receive higher reimbursement from any
payer by virtue of their participation in 340B relative to non-340B hospitals but by purchasing
drugs at discounted prices. Beyond funds allocated to program oversight, the 340B program does
not cost the federal government or Medicare money because the benefit of the program is
generated by the discounted prices manufacturers must provide as a condition of having their
drugs covered by Medicaid and Medicare Part B.

By reducing Medicare reimbursement to 340B hospitals, CMS would fundamentally restructure
the way Congress intended 340B hospitals to accrue savings. The spread between Medicare
reimbursement and acquisition cost is not a phenomenon unique to 340B hospitals, as even non-
340B hospitals are able to negotiate significant discounts through entities such as group
purchasing organizations.

CMS should avoid disrupting the tremendous benefit that 340B hospitals and their communities
receive by instituting these nearly $6 billion in payment reductions. The policy contradicts the
340B statute not only by reducing critical resources for 340B hospitals that are intended to
benefit from the 340B statute but by ultimately directing these resources to non-340B hospitals,

45 HL.R. Rep. No. 102-384, pt. 2 (1992).



Administrator Oz
August 31, 2026
Page 19

including for-profit hospitals, which are ineligible to participate in the program. CMS should
leave the 340B program and its intended operation intact as Congress intended—for 340B
hospitals to use their savings to reach more patients and provide more comprehensive
services.

By directing resources away from academic health systems and teaching hospitals in
favor of other hospitals, CMS’ policy would undermine the work that HHS and the
administration are leading to improve health care access and quality

CMS’ proposed policy is not merely a change in drug reimbursement. It is a redistribution of
Medicare resources away from hospitals that disproportionately provide trauma care, cancer
care, transplant services, pediatric specialty care, physician training, and uncompensated care.
CMS has not demonstrated that hospitals benefiting from the redistribution shoulder comparable
safety-net responsibilities or provide the same concentration of highly specialized services. The
proposal would transfer resources away from hospitals and health systems central to the nation's
health care infrastructure while producing little meaningful reduction in underlying drug costs or
beneficiary financial liability.

The 340B program is critical to safety-net providers and the patients and communities they
serve. 340B covered entities are a vital part of the nation’s health care safety net, ensuring access
to cutting-edge technology, research, and health expertise for their patients. Nearly 90 percent of
AAMC-member short-term non-federal hospitals are 340B eligible and provide highly
specialized health care services that are often unavailable in other settings, including oncology
services, transplant surgery, trauma care, pediatric specialty care, and treatment for rare and
complex conditions. For example, AAMC members comprise 100 percent of all National Cancer
Institute (NCI)-designated comprehensive cancer centers, 68 percent of all burn unit beds, 56
percent of all level-one trauma centers, and 65 percent of pediatric ICU beds.*® AAMC member
institutions share a common mission to care for the underserved and train the nation’s future
health care workforce, making life-saving health care services available to all patients, regardless
of their ability to pay. This commitment to high-quality care, regardless of a patient’s insurance
coverage or socioeconomic status, can create significant financial challenges. Savings from the
340B program help our members to navigate these challenges, supporting their ability to
maintain, improve, and expand access to care for their patients.

The 340B program enables these hospitals to continue to provide these comprehensive services,
bringing to their patients highly specialized services that academic health systems are uniquely
equipped to provide. With their 340B savings, academic health systems and teaching hospitals:

e Provide free or substantially discounted prescriptions to uninsured or low-income
patients.

e Improve access to specialized care not typically available in underserved areas.

e Establish and improve neighborhood clinics.

46 AAMC analysis of FY2024 American Hospital Association Annual Survey Database, and the National Cancer
Institute’s Office of Cancer Centers, 2024. AAMC membership data, December 2025.
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e Bring mobile units to communities with no local primary care provider or pharmacy.
e Create multidisciplinary clinics to treat substance use and mental health disorders.
e Improve population health outcomes by investing in critical social services.*’

Eroding the benefit of the program would result in these hospitals’ rural and underserved patients
losing access to these services. As the Supreme Court noted, CMS must “confront the other side
of the policy story here: 340B hospitals perform valuable services for low-income and rural
communities but have to rely on limited federal funding for support . .. In other words, in the
view of those hospitals, HHS’s new rates eliminate the federal subsidy that has helped keep 340B
hospitals afloat. All of which is to say that the 340B story may be more complicated than HHS
portrays it.”*8

Given the historically low Medicare margins and financial challenges that health systems
continue to face, reducing Medicare reimbursement or undermining the 340B program would be
devastating to these health systems treating low-income patients. In its March report, the
Commission found persistently low Medicare margins of negative 12.1 percent.*’ The bleak
financial outlook for academic health systems is even more stark— AAMC member hospital
overall Medicare fee-for-service margins were negative 18.5 percent in fiscal year 2023 and
Medicare outpatient margins were an unsustainable negative 23.5 percent.’® Part B payment
reductions would directly reduce these Medicare outpatient margins even further and impede the
ability of academic health systems to maintain the unique services they disproportionately
provide, such as burn care, trauma care, and pediatric specialty care. Destabilizing these
hospitals would undermine not just 340B hospitals but their patients, many of whom are
Medicare beneficiaries and individuals dually eligible for Medicaid. The 340B program benefits
Medicare beneficiaries by making possible hospital programs such as cancer treatments,
rheumatologic treatments, transplant services, and helps offset uncompensated care costs.

As aresult of CMS’ proposed reduction to Part B drug payments, the agency would withhold
$5.77 billion in drug payments from 340B hospitals in just one year. AAMC member hospitals
would be disproportionately impacted by these cuts—while representing 17% percent of the
340B hospitals that would have Part B drug payments reduced, member hospitals would receive
$3.0 billion, or 52 percent, of the total cuts.’! As hospitals begin to see the financial impact of a
confluence of policy changes to Medicare, Medicaid and the 340B program, these reductions

47 AAMC. 340B Drug Pricing Program: Critical to Safety-Net Hospitals and the Patients They Serve. June 2026.
¥ AHA v. Becerra, 596 U.S. 724 (2022), slip. op at 13.

4 MedPAC March 2026 Report to Congress at xvi.

>0 Notes: Margins are as reported, after sequestration, and excludes outlier institutions, both high and low. General
formula: (Revenues - Expenses) / Revenues. Operating Margin: revenues include all sources other than
“Contributions, Donations, Bequests” and “Investment Income” and expenses include all hospital expenses. Source:
AAMC analysis of FY2023 Hospital Cost Reporting Information System (HCRIS), July 2025 release. AAMC
membership data, September 2025.

3! Source: Analysis by the AAMC and Watson Policy Analysis of CY2025 Medicare claims data and CMS's
CY2027 OPPS Impact File, and includes fee-for-service Medicare payments only. This model assumes no volume
change compared to the CY2025 reference year. Assumes implementation of all other CY2027 proposed policies.
AAMC membership is as of August 2026.
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will further hinder their operations, decrease their 340B savings, and frustrate their ability to
continue the programs made possible by 340B savings. Losses from the proposed policy would
compound the billions of dollars of losses hospitals have already incurred because of
manufacturer restrictions on 340B drugs dispensed through contract pharmacies.>

The proposed policy would devastate financially vulnerable 340B hospitals and undermine their
ability to continue providing access to essential services and discounted drugs to their patients,
while serving only to increase the margins of for-profit hospitals. While the budget neutral
portion of the payment reduction would be reinvested into the OPPS in the form of higher non-
drug payments for all OPPS hospitals, this redistribution would primarily benefit hospitals
exempt from the cut, such as for-profit hospitals. Isolating the impact of the payment cut, even
after accounting for the redistribution of funds, it is evident that this is ultimately a policy that
hurts safety net hospitals, teaching hospitals, and other 340B hospitals, to the benefit of for-profit
hospitals and hospitals not offering the same range of complex services:

Table A: Impact of Drug Payment Reductions by Hospital Type

Payment impact as a percentage of total OPPS | Medicare outpatient
reimbursement margins
Hospital Type 340B Drug Gain from Before After
Payment Cut 8:44% CF Net Impact 340B 340B
increase po]icy policy
AAMC member -13.0% 5.2% -7.8% -23.5% | -32.8%
Major teaching -11.9% 5.5% -6.4% -23.3% | -30.9%
Highest DSH
quartile -13.4% 5.3% -8.1% -21.5% | -30.8%
Governmental -10.2% 5.7% -4.5% -24.7% | -29.8%
Non-profit -8.6% 6.1% -2.5% -17.9% | -20.8%
For-profit 0.0% 8.2% 8.2% -3.9% 4.1%
National -7.6% 6.3% -1.3% -16.5% | -18.0%

Source and notes: Analysis by the AAMC and Watson Policy Analysis of CY2025 Medicare claims data and CMS's
CY2027 OPPS Impact File, and includes fee-for-service Medicare payments only. This model assumes no volume
change compared to the CY2025 reference year. Assumes implementation of all other CY2027 proposed policies.
AAMC membership is as of August 2026. Margins data are derived from the Healthcare Cost Report Information
System Database, July 2025 Update

Moving forward with these payment cuts would drastically negate the benefit of the 340B
program to these hospitals. For safety-net hospitals that often carry minimal cash on hand, the
reduction in 340B savings would have significant negative impacts on their financial standing
and downstream impacts on patient care.

52 340B Health. Drugmakers Pulling $8 Billion Out of Safety-Net Hospitals. July 11, 2023. Note that this figure
underestimates the true impact of these restrictions, because it was based on 21 drug manufacturers’ restrictions. The
number of manufacturers that have imposed limitations now stands at 37.



https://www.340bhealth.org/files/Contract_Pharmacy_Financial_Impact_Report_July_2023.pdf.
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Finally, CMS frames this policy as being beneficial to Medicare patients because of reduced
coinsurance on their drug items and services. The AAMC wholeheartedly endorses prioritizing
patients and finding ways to reduce their out-of-pocket obligations. However, this policy is not
the way to address patients’ out of pocket costs. Because CMS is increasing payments for non-
drug items and services by the same amount, in the aggregate, Medicare beneficiaries would pay
the same amount of coinsurance, just on different services. To protect Medicare patients, CMS
should continue to support the hospitals that provide cutting edge services to them. Congress can
more directly address beneficiary costs through innovative approaches to reducing cost-sharing
and building on existing approaches that have been proven to lower drug costs.

CMS should be transparent in its methodology for reducing 340B payments, by providing
its methodology for calculating the reduction amount and the offsetting budget neutrality
increase

In the proposed rule, CMS provided no explanation of its methodology for calculating the impact
of the payment reductions and included no accompanying data files providing the data that went
into its calculation of the aggregate impact. It is imperative that prior to implementing a policy of
such magnitude, CMS be transparent in its methodology for modeling the cut and the
corresponding budget neutrality adjustment, so that stakeholders can replicate these models and
verify CMS’ calculations. CMS should publish its methodology for modeling the impact,
which would include how CMS identified 340B hospitals and 340B drugs, including which
data sources it used. CMS should also publish a hospital-level impact file with the results of
the payment cut.

In the AAMC’s independent analysis of the Medicare claims data, OPPS impact file, and 340B
eligibility data in the HRSA Office of Pharmacy Aftairs Information System (OPAIS), we are
unable to exactly match CMS’ impact numbers. When CMS first proposed cuts to 340B hospitals
in the CY 2018 proposed rule, it grossly underestimated the total drug payment reduction, as well
as the budget neutrality offset. In the CY 2018 final rule, CMS revised its aggregate impact
upwards, from $900 million to $1.6 billion, and increased its budget neutrality offset from 1.4
percent to 3.19 percent.>® This underscores the need for CMS to be transparent about its
methodology so stakeholders can both verify and understand the impact of CMS’ proposals.
Specifically, CMS should at a minimum ensure it publishes the following information related to
its methodology:

e A provider level data file that includes, for each provider:
o Whether the provider is a 340B hospital
o The dollar amount of the Part B drug payment reduction, broken down by the
reduction subject to budget neutrality (on campus and excepted off-campus drugs)
and the reduction not subject to budget neutrality (drugs at non-excepted
locations)

33 CY 2018 OPPS Final Rule. 82 Fed. Reg. 59216 (November 13, 2017).
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o The dollar amount of the increase in payment for non-drug items and services due
to the conversion factor increase

e A description of the methodology for identifying 340B hospitals, including the data
source (e.g., HRSA’s OPAIS), the date on which the data was pulled, and an explanation
of CMS’ treatment of recently terminated hospitals and hospitals registered to begin
participation in the program at some point in 2026

e An explanation and list of which hospitals were included in the calculation of the
conversion factor increase and whether this was limited to hospitals in the OPPS impact
file or included others

e  Whether CMS used a trending factor to account for growth in utilization and growth in
Medicare Advantage and whether CMS used a completion factor to account for claims
that had not completed claims runout

Stakeholders can use this information to better understand and assess the impact of CMS’ cut.

If CMS were to nonetheless proceed with these unlawful reductions, CMS should ensure
there is an add-on payment, that it updates the budget neutrality adjustment, and that the
policy mitigates unnecessary administrative burden

If CMS were to proceed with its payment cut notwithstanding the preponderance of factors
weighing against it, the agency should ensure that it puts in place the following measures to
mitigate impact.

First, CMS should ensure it incorporates a six percent add-on payment into any payment rate for
hospitals, whether 340B or non-340B. CMS has recognized the need for an add-on to the ASP-
based payment rate. Whether CMS reduces the base payment or not, it should continue to include
an add-on to cover pharmacy overhead and other costs. CMS has recognized the need for an add-
on to cover pharmacy overhead and related handling expenses.>* Hospitals—340B and non-340B
hospitals alike—incur these costs and should be reimbursed for these costs.

Second, CMS should update the conversion factor offset and reevaluate it every year to avoid
underpaying hospitals like it did when it set a 3.19 percent offset in CY 2018 that lagged behind
the actual size of drug cuts in subsequent years. Despite requests from stakeholders for CMS to
update its budget neutrality offset, CMS kept the same 3.19 offset which failed to keep pace with
the increasingly large drug payment cuts in subsequent years. This resulted in CMS underpaying
OPPS hospitals by $2.8 billion over the five years the cuts were in effect.’® To avoid repeating
this mistake, CMS should recalculate its budget neutrality offset every year based on new data.

Third, CMS should not require the “XX” claims-based modifier, which is superfluous given that
CMS has modifiers in place to identify 340B drugs, and by default, drugs without these
modifiers would be non-340B drugs. In the rule, CMS proposes that 340B hospitals would use a

377 Fed. Reg. 68210, 68386 (November 15, 2012).
35 This number is derived by subtracting the $7.8 billion budget neutrality offset from the $10.6 billion Part B drug
payment reduction.
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claims-based modifier, JG, to identify drugs that are subject to the payment reduction. Drugs that
are not subject to the reduction, such as drugs purchased at exempt 340B hospitals (e.g., rural
sole community hospitals) would be identified with a TB modifier. CMS used these modifiers
from 2018 to 2022 and subsequently has used these modifiers for identifying 340B drug units for
Inflation Reduction Act inflationary rebate exclusion. CMS now proposes to require a third, new
modifier, “XX,” to identify non-340B drugs. This modifier would impose unnecessary
administrative burden while providing minimal benefit to CMS, as the agency would be able to
identify 340B drugs with the TB and JG modifiers. Any drugs that do not have either of those
modifiers appended would be a non-340B drug, so the “XX” modifier is unnecessary.

In conclusion, we urge CMS in the strongest terms to withdraw its ill-advised and unlawful
policy that will undoubtedly further strain the nation’s hospitals and health systems that are on
the front lines of cutting-edge patient care, research, and education. The proposal would
significantly reduce support for safety-net providers, relies on a newly conducted acquisition cost
survey that lacks methodological rigor and representativeness, and fails to account for the vital
role that 340B savings play in sustaining access to care for underserved communities. At a time
when hospitals face mounting financial and operational pressures, this proposal would remove
critical resources while redistributing funds away from providers that offer these services to other
hospitals. For these reasons, CMS should withdraw the proposal in its entirety and retain the
current SCOD payment methodology.

ADJUSTMENT TO OPPS PAYMENTS FOR NON-DRUG ITEMS AND SERVICES

CMS Should Not Move Forward with an Unlawful 340B Remedy Recoupment Policy

In the CY 2018 OPPS final rule, CMS finalized a policy to reduce reimbursement for drugs
acquired under the 340B Program from ASP plus 6 percent to ASP minus 22.5 percent beginning
January 1, 2018.°° Following extensive litigation, this policy was ultimately overruled in a
unanimous decision by the U.S. Supreme Court on June 15, 2022, which held that absent a
survey of hospital acquisition costs, CMS did not have the authority to reduce payments under
the OPPS for 340B-acquired drugs and therefore would need to remedy the underpayments
hospitals received for these drugs.>” On September 28, 2022, the D.C. District Court ruled that
CMS must begin reimbursing covered entities for 340B-acquired drugs immediately and not wait
for a remedy to be finalized.>®

Following this decision, in November 2023, CMS finalized a remedy to repay hospitals for the
unlawful reimbursement cuts for drugs acquired under the 340B program for the period between
January 1, 2018, through September 27, 2022. At the time CMS finalized a budget-neutral policy
to address the underpayment for drugs acquired under the 340B program and the increased
payment for non-drug items and services under the OPPS. Under this remedy, hospitals received
lump sum payments for separately payable Part B drugs purchased through 340B during the

36 82 FR 52356
57 American Hospital Association v. Becerra, 142 S. Ct. 1896 (2022)
38 Am. Hospital Ass’n v. Becerra, Case No. 1:18-cv-2084, Dkt. 78 (September 28, 2022)
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impacted timeframe between January 1, 2018, through September 27, 2022. CMS argued that it
was required to make these additional payments budget neutral and adopted a recoupment of the
increased payment of non-drug items and services under the OPPS during that same time period,
totaling $7.8 billion, set to begin in CY 2026. The finalized recoupment will recoup payments
that were made for non-drug items and services between January 1, 2018, through September 27,
2022, by adjusting the OPPS conversion factor through a 0.5 percent reduction each year until
the $7.8 billion is recovered, estimated to be over a period of 16 years.>® Despite finalizing this
policy, CMS proposed accelerating this policy to 2 percent over six years in the CY 2026 OPPS
proposed rule.%’ Ultimately, the agency finalized a one year delay to the acceleration and moved
forward with the original finalized policy which reduced the otherwise applicable annual update
for non-drug items and services by 0.5 percent for CY 2026.5!

For CY 2027, CMS is revisiting this proposal and proposing an accelerated recoupment of 3
percent over three years concluding at the end of CY 2029 (p. 41872). The AAMC strongly
opposes the use of a retrospective recoupment and believes there is no statutory authority for
CMS to adopt a recoupment at all, much less of the magnitude it proposes. The AAMC opposes
CMS’ retrospective recoupment of funds associated with its unlawful 340B payment cuts
and the proposed acceleration of the recoupment and urges CMS to not finalize the
proposal. As the AAMC commented in response to the original proposal for the 340B remedy,
the AAMC agreed with American Hospital Association’s (AHA’s) comments®?%3 and believes
CMS does not have the legal authority to implement a recoupment policy at all much less the
increased reduction of 3 percent.5+%

The inclusion of a recoupment policy introduces financial unpredictability for providers and
ultimately harms patients by negatively impacting health systems and hospitals’ ability to
improve or maintain access to care. Health systems and hospitals should not have to withstand
additional financial strain as a result of the agency’s previous mistake of unlawfully
implementing 340B payment cuts and redistributing those dollars. Despite the increase in
payment for non-drug items and services associated with the unlawful drug payment reduction
policy that was in place from 2018 to 2022, hospitals still faced significant negative margins
during this time.%® Any “additional” money health systems and hospitals received during this
time from the adjustment to payments was spent to care for and meet the needs of their patients
and communities. These funds were not budgeted to be recouped at a later date. Health-systems

39 88 FR 77150

091 FR 41734

190 FR 53448

2 American Hospital Association, Comments to CMS on the Remedy for the 340BAcquired Drug Payment Policy
for Calendar Years 2018-2022 Proposed Rule (August 2023)

3 American Hospital Association, Comments on CMS CY 2026 OPPS Proposed Rule (September 2026)

% AAMC, Comments to CMS on the Remedy for the 340BAcquired Drug Payment Policy for Calendar Years 2018-
2022 Proposed Rule (August 2023)

% AAMC, Comments to CMS on the CY 2026 OPPS Proposed Rule (September 2025)

% https://www.beckershospitalreview.com/finance/half-of-hospitals-ended-2022-with-negative-margins-4-
takeaways/
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https://www.aha.org/system/files/media/file/2023/08/AHA-Letter-to-CMS-on%20Remedy-for-the-340B-Acquired-Drug-Payment-Policy-for-Calendar-Years-2018%E2%80%932022.pdf
https://www.aha.org/lettercomment/2025-09-15-aha-comments-cms-cy-2026-outpatient-asc-proposed-payment-rule
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and hospitals often must forecast over multiple years to implement planning for long-term
projects such as investing into new facilities, medical technology, and facility improvements.
These long-term projects are essential to ensuring continued access to care and improving reach
to patients. Sharp changes to what hospitals may expect to be paid for services can undermine
these projects. Furthermore, as detailed throughout our comments, hospitals now face new
financial pressures that increase the need for reliable accounting and payment estimates.
Continuously moving the needle on payment through a recoupment process that has proposed
changes annually limits hospitals’ ability to implement necessary financial planning.

Reducing reimbursement for non-drug items and services will further financially strain health
systems and hospitals that continue to struggle with supply chain and workforce issues, while
now coming to terms with dramatic changes in payer mix, including rising levels of uninsured
patients.®” In Table 88 of the proposed rule, CMS included an estimated payment update for all
hospitals after accounting for all factors including the 340B recoupment adjustment of -2.9
percent (p. 42015). As discussed in response to the inadequacy of the proposed conversion factor
update, health systems and hospitals are continuing to experience financial challenges in light of
inadequate payment updates, increased costs, and the introduction of upcoming significant cuts
to the federal funding of state Medicaid programs and the Health Insurance Marketplaces. These
challenges are exacerbated by proposals to further reduce payment updates, effectively cutting
Medicare rates, and rendering reimbursement rates to be even more insufficient.

As mentioned, AAMC member health systems and teaching hospitals are disproportionally
impacted by CMS’ proposals, jeopardizing their ability to maintain their commitments to their
missions of patient care, education, research, and community collaboration. Working in
partnership with the nation’s medical schools, AAMC member health systems and teaching
hospitals train 69 percent of residents nationwide.®® Our member teaching health systems and
hospitals, despite being a small percentage of hospitals, operate 100 percent of comprehensive
cancer centers, 68 percent of burn unit beds, 56 percent of level-one trauma centers, and 65
percent of pediatric intensive care unit (ICU) beds.®” Our members also provide 32 percent of
hospital charity care nationwide, and charity care costs are expected to rise due to increases in
uninsured patients seeking care.”® In order for our institutions to continue and expand their
dedication to their missions and serve as pillars of the communities in which they are located,
CMS should ensure sufficient payment and limit disproportionate, negative impacts of proposed
changes to payment polices. In the case of the recoupment of payment for non-drug items
and services, CMS should abandon this policy or at a minimum pursue a minimal annual

7 Abelson, Reed. New York Time, Uninsured Patients Rise Sharply, Hospitals Report, Citing Obamacare Cuts (July
2026)

% AAMC analysis of FY2024 American Hospital Association Annual Survey Database, and the National Cancer
Institute’s Office of Cancer Centers, 2024. AAMC membership data, December 2025

9 Id.

70 Blavin, F., Simpson, M. Urban Institute Changes in Health Care Spending and Uncompensated Care under
Enhanced Tax Credit Expiration for Marketplace Coverage (September 2025)
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reduction in payment as originally finalized, such as 0.5 percent, to safeguard patient
access to care.

Additionally, CMS’ current remedy policy has been finalized since November 2023, giving
hospitals three years to prepare for an expected decrease in the annual update of 0.5 percent for
non-drug items and services each year over the course of the next 16 years. While CMS did
advise hospitals in the CY 2026 OPPS final rule of the agency’s intention to continue to pursue
an accelerated recoupment, the agency did not indicate it would be greater than the 2 percent
proposed in CY 2026.”! The agency instead indicated a future proposed recoupment would be “a
larger adjustment (such as 2 percent or other adjustment greater than 0.5 percent) beginning in
CY 2027.” The agency’s decision to increase the current reduction sixfold not only is rash and
arbitrary but still does not give providers sufficient notice to adjust to this significant payment
change. Based on the language CMS used in its CY 2026 OPPS final rule, it is reasonable to
believe hospitals would have anticipated another delay in the recoupment or an acceleration of 2
percent or less. CMS’ continued assertion that the alteration of this policy would yield minimal
harm to “hospitals’ reliance interest” in the original policy is false.”> Many health systems aim to
conduct financial and strategic planning several years in advance, and it is common practice for
these systems to develop plans three to five years in advance. However, this has been
complicated by significant changes to hospital payment policy and financial uncertainty in recent
years.”>. This financial unpredictability ultimately harms patients as health systems and hospitals
are unable to plan and invest in new endeavors to improve, streamline, or even maintain access
to care.

CMS Should Account for the Impact of a Recoupment on Future Medicare Advantage
Payments to Hospitals

Lastly, the agency does not include an analysis of how the proposed aggressive acceleration of
the fee-for-service (FFS) recoupment policy will impact Medicare Advantage (MA) rates.
Medicare Advantage organizations craft their reimbursement rates based on Medicare FFS rates.
Over time the decrease in the OPPS conversion factor will carry over to MA plans and result in
lower MA reimbursement rates, despite these plans never issuing repayment for the original
unlawful reductions to Medicare payments for 340B drugs. Decreased reimbursement from MA
plans would double the adverse impact of the proposed recoupment on health systems and
hospitals and potentially jeopardize access to care for beneficiaries. While CMS has contended
they cannot interfere in individual bids in MA plans, the agency still has some authority over
payment and oversight of these plans. CMS should be sure to use policy levers to mitigate
unintended negative consequences as a result of its payment policies. As more Medicare
beneficiaries choose to enroll in MA plans, the agency should weigh the impact of this policy on
MA plans.

7190 FR 53448
290 FR 53448
73 Becker’s Hospital Review, Health systems’ strategic plans adjust to ‘new financial realities’ (July 29, 2025)
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PRIOR AUTHORIZATION

CMS Should Reconsider the Use of Prior Authorization for OPPS Services and Further
Shorten Prior Authorization Timelines to 24 Hours for Emergency Requests and 48 Hours for
Standard Requests.

In 2020, CMS began requiring prior authorization for five categories of OPPS services,
subsequently adding three categories of services in additional rulemaking for a total of eight
services: blepharoplasty, rhinoplasty, botulinum toxin injections, panniculectomy, vein ablation,
cervical fusion with disc removal, implanted spinal neurostimulators, and facet joint
interventions. CMS proposes to add eight more HCPCS codes for botulinum toxin injections to
the list of OPPS services requiring prior authorization, beginning on July 1, 2027 (p. 41975). For
the reasons outlined below, CMS should withdraw its proposal to add eight codes to the list
of services requiring prior authorization and should reevaluate the use of prior
authorization in the OPPS.

As a foundational matter, the AAMC opposes CMS’ use of prior authorization and urges CMS to
reconsider its use for Medicare FFS outpatient hospital services. At the very least, we urge CMS
not to add additional services to the list of services requiring prior authorization. We oppose
prior authorization due to concerns that its use as a utilization management tool by payers often
causes delays in patients’ ability to receive timely, medically necessary care and imposes
additional administrative burden on providers. Additionally, there is some literature that suggests
prior authorization may negatively impact the treatment of underserved patients’* and can lead to
adverse impacts on the continuity of care.”

Similar to the rationale CMS has previously used to identify services that are subject to prior
authorization, CMS analyzes the data on utilization of these eight codes from 2017 to 2024 and
concludes that the data indicate “unnecessary” growth in the volume of these services. CMS
states that over this seven-year period, the claims volume for these codes increased by 42.8
percent overall (p. 41976). CMS acknowledges that there was also an increase in FDA-approved
clinical indications for botulinum toxin products during this time but indicates that it does not
believe the growth in the use of these products is primarily attributable to the increase in the
clinical indications. We do not believe CMS has met its burden of establishing that these
procedures should be subject to prior authorization. Requiring prior authorization for these
services will unnecessarily delay patient care and add administrative burden to providers that
detracts from their time treating patients.

" Lu et al., “Unintended Impacts of Medicaid Prior Authorization Policy on Access to Medications for Bipolar
[llness,” Medical Care. Volume 48, Issue 1 (January 2010). Association of Black Cardiologists, Inc. “Identifying
How Prior Authorization Impacts Treatment of Underserved and Minority Patients,” (Winter 2019).
http://abcardio.org/wp-content/uploads/2019/03/AB-20190227- PA-White-Paper-Survey-Results-final.pdf

75 Pickern, Jay S. “Prior Authorizations and the Adverse Impact on Continuity of Care.” The American Journal of
Managed Care. Volume 31, Issue 4 (April 2025).
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Botulinum toxin injections are a medically necessary treatment option for many conditions and
their approved uses have been increasing in recent years.”® 7’ The therapies covered by the eight
codes are used for primarily neurologic or neuromuscular disorders, rather than cosmetic
indications. Common uses of botulinum toxin injections include treating migraines, involuntary
neck contractions (cervical dystonia), neurologic voice disorders (laryngeal dystonia), and
spasticity that can adversely affect mobility and posture from conditions like stroke, multiple
sclerosis, or cerebral palsy. Another use of botulinum toxin injections is to treat excessive
drooling in individuals with Parkinson's disease. CMS has not adequately considered how the
increase in approved clinical indications, as well as research supporting the safety and efficacy of
these treatments, could be driving increased utilization for these critical services.

In the rule, CMS seeks feedback on unintended clinical consequences of requiring prior
authorization for botulinum toxin services. In many cases, patients being treated for certain
conditions receive injections every three to four months. Consider the following clinical
scenarios where prior authorization could delay patient care and lead to worse clinical outcomes:

e A patient who had a stroke receives botulinum toxin injection every 12 weeks to maintain
their arm function experiences a prior authorization delay. The delay in receiving the
injection would make it harder to do their activities of daily living (ADLs), such as
dressing, bathing, eating, and participating in physical therapy.

e A patient with involuntary neck contractions (cervical dystonia). Prior authorization
delays could result in severe neck pain, difficulty driving or working, and require more
pain medications.

e A patient with multiple sclerosis. Delays in receiving necessary care could result in
worsening muscle stiffness, pain and mobility limitations that could decrease functional
independence, and could increase caregiver burden.

Prior authorization could result in delays in treatment for patients receiving time-sensitive,
recurring therapy, leading to worsening symptoms and reduced function. In cases of treatments
like botulinum toxin injections that are used for ongoing maintenance therapy, repeated prior
authorization requests for established patients are unnecessary and instead CMS should develop
a streamlined process for patients to avoid treatment delays and unnecessary administrative
burden.

Aside from these concerns about the effects of prior authorization on patients and providers,
CMS’ imposition of prior authorization requirements in the Medicare FFS outpatient hospital
context is not explicitly authorized by the Medicare statute. While the Medicare statute does
clearly allow CMS to implement prior authorization for durable medical equipment, which CMS

7 Ho YS, De la Torre Canales G, Christidis N. Analyzing the Landscape of Botulinum Toxin Research: A
Bibliometric Study of Publication Performance and Emerging Trends. Pain Pract. 2025 Nov;25(8):¢70088. doi:
10.1111/papr.70088. PMID: 41105598; PMCID: PMC12533941.

77 Turkel CC, Aurora S, Diener HC, Dodick DW, Lipton RB, Silberstein SD, Brin MF. Treatment of chronic
migraine with Botox (onabotulinumtoxinA): Development, insights, and impact. Medicine (Baltimore). 2023 Jul
1;102(S1):e32600. doi: 10.1097/MD.0000000000032600. PMID: 37499085; PMCID: PMC10374186.
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has done, the statute has no such reference to prior authorization in the OPPS.”® CMS has
previously cited the provision of the Social Security Act allowing CMS to “develop a method for
controlling unnecessary increases in the volume of certain OPD services,” as granting the agency
authority to implement prior authorization in the OPPS.” However, this provision is not intended
as a catchall provision to give CMS unlimited authority to make adjustments it otherwise has no
authority to make.

The provision of the Social Security Act that CMS calls the “volume control method” requires
first that CMS establish “methodologies” to determine if volume of services “increased beyond
amounts established through those methodologies.” In this case, CMS has not previously
established amounts that it can now demonstrate have been exceeded. Therefore, CMS has not
met the burden of demonstrating that services on the prior authorization list have experienced an
unnecessary increase in volume. Only once those volumes exceed those thresholds can CMS
apply a “method” to address the increase in utilization. Section 1883(t)(2)(F) makes no reference
to prior authorization as an acceptable method to control for “unnecessary increases” in the
volume of outpatient services. Instead, Section 1833(t)(9)(c), which references the volume
control methodologies, states CMS can use tools such as adjustments to the conversion factor.
Therefore, without explicit statutory authority, CMS cannot arbitrarily impose prior authorization
requirements on categories of services.

While we oppose prior authorization and urge CMS to reconsider prior authorization in OPPS
both due to its tenuous statutory authority and the clinical and access repercussions, if CMS is to
continue requiring prior authorization for this list of services, the agency should further shorten
prior authorization timelines. Currently, standard requests require a decision in seven calendar
days and expedited requests determinations must be made within two business days. We urge
CMS to consider more timely requirements, in line with our prior recommendations for
Medicare Advantage and other payers:3! within 24 hours of receipt of a request for urgent
items or services and 48 hours for non-urgent care decisions. The AAMC believes coverage
decision timeliness is critical for patient care, and decisions must be made more quickly than
current timelines.

78 Section 1834(a)(15) of the Social Security Act expressly authorizes CMS to develop and update a list of services
requiring prior authorization under the durable medical equipment, prosthetics, orthotics, and supplies fee schedule.
7 CY 2020 OPPS final rule. 84 FR 61142.

80 Section 1833()(9)(C), Section 1833(t)(2)(F).

8 AAMC Comments on CMS Advancing Interoperability and Improving Authorization Processes [CMS-0057-P].

March 10, 2023.
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SITE NEUTRAL POLICIES — PAYMENT FOR IMAGING WITHOUT CONTRAST AT PROVIDER-
BASED DEPARTMENTS

Extending Site-Neutral Policies to Imaging Without Contrast Services in Excepted Off-
Campus Provider-Based Departments is Likely to Negatively Impact Access to
Care, Particularly for the Most Complex Patients

The use of “site neutral” payment policies in Medicare began with the enactment of Section 603
of the Bipartisan Budget Act of 2015 (BBA), which requires services furnished in off-campus
PBDs (interchangeably referred to as hospital outpatient departments, or HOPDs) that began
billing for services furnished under the OPPS on or after November 2, 2015, and that do not meet
the 21st Century Cures “mid-build” exception (collectively referred to as non-excepted services)
be paid under another applicable Part B payment system instead of the OPPS.% In the CY 2019
OPPS final rule, CMS determined that the payment amount for these non-excepted services
would be set at 40 percent of the OPPS rate.®* Then in the same final rule CMS, citing its
authority under section 1833(t)(2)(F) of the Act, established a policy to apply this site neutral
rate to outpatient clinic visits provided in excepted off-campus HOPDs based on CMS’ belief
that there was an “unnecessary increase” in the volume of outpatient services provided in the
outpatient hospital setting, resulting from a shift of services from the physician office to the
HOPD.? CMS implemented the policy in a non-budget neutral manner. The agency now refers
to this policy as the “method” and continues to propose ways to expand its application (p.
41908).

At the time of the original implementation of the “method,” the AAMC strongly opposed the
reduction in payments to excepted off-campus HOPDs, as these reductions are detrimental to the
important care provided to vulnerable Medicare beneficiaries by academic health systems and
teaching hospitals. In addition, the AAMC questioned CMS’ statutory authority to implement the
payment reductions and the agency’s authority to impose cuts that are not budget neutral. The
AAMC urged CMS to withdraw its CY 2019 proposal based on these concerns. Despite the
many concerns and objections raised by the AAMC and other commenters, CMS finalized the
proposal in its CY 2019 OPPS final rule and cut payments to excepted off-campus HOPDs in a
non-budget neutral manner.%

In the CY 2027 OPPS proposed rule, CMS is proposing to continue using the same method,
under section 1833(t)(2)(F) of the Social Security Act, to expand its existing site-neutral payment
policies to include imaging without contrast services furnished at all off-campus hospital
outpatient locations (p. 41910). Specifically, CMS proposes to apply the PFS equivalent rate (40
percent of the OPPS rate) for any HCPCS codes included in imaging without contrast services
ambulatory payment classifications (APCs) as well as composite ambulatory payment
classifications (APCs 5521, 5522, 5523, 5524 and composite APCs 8004, 8005, and 8007) when

82 Section 1833(t)(21) of the Act
8383 FR 59452

84 83 FR 59452
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provided at excepted off-campus HOPDs (p. 41915). Composite ambulatory payment
classifications bundle specific combinations of related services into one single flat payment when
performed on the same date, replacing the need to use multiple separate APCs. Off-campus
HOPDs that are not excepted are already subject to the PFS-equivalent payment rate for these
services. CMS proposes to exclude rural sole community hospitals from this policy. CMS
proposes implementing this proposal in a non-budget neutral manner, which it estimated would
result in a reduction of $330 million in hospital payments under the OPPS in 2027. Over 10
years, CMS estimates this will lower Medicare Part B net spending by $7.2 billion (p. 42011).

The AAMC opposes CMS’ proposal to extend site-neutral policies to imaging without
contrast services in excepted off-campus provider-based departments as these payment
cuts are likely to reduce access to care, particularly for the most complex patients that are
cared for by AAMC member academic health systems and teaching hospitals. Imaging
without contrast services serve a critical role in patient care, and patients rely on hospitals,
including off-campus departments, to provide these vital services. These off-campus departments
enable patients to receive their care in locations closer to home that are integrated with the main
hospital, reducing fragmentation of care. Off-campus departments may be located in regions
where there are a limited number of physicians available to treat patients. These locations also
allow patients to maintain continuous care with their provider without having to travel extra
distance. These off-campus departments are critical to enabling hospitals to improve access to
care, especially for some of the most medically complex patients.

Significantly reducing payment for imaging without contrast services disproportionately harms
academic health systems and teaching hospitals, many of which are safety net providers. AAMC
member academic health systems and teaching hospitals would shoulder 30 percent of the
Medicare HOPD cuts to imaging without contrast services.*® Reducing Medicare payments for
care provided in these settings threatens patients’ access to critical services, particularly for rural
and underserved communities, and diminishes the ability of our members to provide cutting-edge
treatments while sustaining their missions. Further, these cuts are compounded by existing and
increasing financial challenges already seriously endangering AAMC-member academic health
systems’ and teaching hospital’s ability to care for patients and train the next generation of
physicians. These challenges include an historic $1 trillion cut in federal spending on Medicaid
and the Health Insurance Marketplaces over the next decade included in the WFTCA, which is
expected to disproportionately impact AAMC-member academic health systems and teaching
hospitals. These cuts coupled with continued workforce shortages, unprecedented capacity
constraints, insufficient reimbursement from payers, supply chain disruptions, and increasing
cost inputs all contribute to the acute financial pressures currently facing academic medicine.®’

86 Analysis of CY2025 outpatient claims data by AAMC and Watson Policy Analysis.
87 American Hospital Association, Costs of Caring: Challenges Facing America’s Hospitals as They Care for
Patients in 2026 (March 2026)
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According to MedPAC, hospitals’ overall fee-for-service Medicare margins dropped to a record
low of -13.1 percent in 2022 and remained at -13 percent in 2023.%% As noted in our comments
above related to the annual payment update, the financial outlook for academic health systems
and teaching hospitals is even more grim. While MedPAC found hospitals’ overall fee-for-
service Medicare margins improved slightly in 2024,%° the changing financial landscape as
described above will undoubtedly reverse this improvement and erode hospital’s financial health
further. We don’t see these trends improving in CY 2027 or the foreseeable future. Academic
health systems and teaching hospitals cannot absorb additional cuts without dire consequences
for patients, communities, and the future of the physician workforce. These consequences could
ultimately limit patient access to specialty and subspecialty care. We urge CMS not to make
reductions in payment for imaging without services to ensure that our nation’s most
vulnerable patients continue to receive the high-quality care they need and deserve.

“Site-Neutral” Policy Does Not Account for Fundamental Differences Between the Patients
Cared for in Hospital Outpatient Department Versus Physician Offices

This proposal inappropriately assumes the care provided in outpatient hospital clinics is
equivalent to the less complex care that is provided in physician offices. The policy does not
account for the fundamental differences between the patients cared for in outpatient hospital
clinics (also referred to as PBDs or HOPDs) and physician offices, as well as the greater
licensing, accreditation, and regulatory requirements for hospitals.

Hospital Outpatient Departments Treat More Clinically Complex and Economically
Challenged Patients

HOPDs often provide different services to patients than a typical physician office does.
Compared to physician offices, patients treated in HOPDs are more clinically and socially
complex. Specifically, data shows patients treated in HOPDs have more severe chronic
conditions, are two times as likely to have had a prior inpatient hospital stay, are almost twice as
likely to have prior emergency department use, are more likely to live in low-income areas, are
one and a half times more likely to be under 65 and disabled, and over one and a half times more
likely to be dually eligible for Medicare and Medicaid.”

Additionally, imaging without contrast services may be associated with additional services to
meet patient needs. For example, imaging may be required as part of a pre-operative appointment
or used to develop a treatment plan, especially in multispecialty care. Allowing a patient to
receive imaging without contrast services in a hospital outpatient department setting allows
patients to stack appointments, increasing access and streamlining care. Further, this reduces

88 MedPAC March 2025 Report to Congress. Chapter 3. https://www.medpac.gov/wp-
content/uploads/2025/03/Mar25 Ch3 MedPAC Report To Congress SEC.pdf

% MedPAC March 2026 Report to Congress. Chapter 3. https://www.medpac.gov/wp-
content/uploads/2026/03/Mar26_Ch3_MedPAC Report To_Congress_SEC.pdf

% Comparison of Care in Hospital Outpatient Departments and Independent Physician Offices: Updated Findings
for 2019-2024. KNG Health Consulting LLC analysis for American Hospital Association using 2018Q4-2024Q2
Medicare Inpatient, Outpatient, and Carrier Standard Analytical Files and Denominator files. September 2025.
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fragmentation in care which ensures greater communication between clinicians and reduces
healthcare costs.”' Imaging offers providers additional information to identify care needs and
tailor care plans, track disease progression, and ensure patient safety. Imaging may also be used
to conduct serial scans to monitor progress in patients receiving complex therapies or cancer
treatment. The need to ensure continuity of care with other therapies and services may also
contribute to these patients receiving these services in a hospital outpatient department setting.

For safety reasons, physicians often refer sicker patients with higher-risk conditions to outpatient
hospital settings for their care since hospitals are equipped with additional resources that enable
them to better manage complications and emergencies than other settings. In the case of imaging
without contrast services, this may be true for patients seeking multispecialty care that spans
beyond imaging services as mentioned above. For patients with severe chronic conditions and
comorbidities, even minor procedures can have an increased likelihood of complications. While
imaging services without contrast may present low risk, other treatments or services may be
needed in conjunction that do necessitate higher acuity care. Examples of comorbid conditions
that would increase risk include morbidly obese patients, patients with dementia and other
mental health issues, and patients with disabilities. If a complication occurs or more advanced
imaging is needed, HOPDs are prepared to care for patients in a manner that physician’s offices
are not. Further, HOPDs may have more specialized equipment needed for imaging services for
higher acuity care or certain populations, such as pediatrics. HOPDs have access to code teams
and other emergency response services whereas in a physician’s office the response is often to
call 911, due to few resources and lower emergency response capabilities required for the setting,
delaying access to life saving care. Additionally, hospitals offer important services such as
laboratory, more advanced imaging, surgical, mobility aids and many other services that the
patient may need that are not readily available in physician offices or ASCs. Depending on the
patient’s needs these more complex services may be necessary to administer proper care.

Hospitals Must Comply with Licensing, Accreditation and Other Regulatory Requirements
that Increase Costs

Hospitals must comply with a much more comprehensive scope of licensing, accreditation and
other regulatory requirements compared to physician offices. Hospitals must comply with more
stringent building codes, life-safety codes, and hospital-level staffing requirements. Hospitals
must comply with the Medicare conditions of participation,®* standards established by the Joint
Commission, Food and Drug Administration, and U.S. Pharmacopeia. Other settings of care are
not required to meet these additional regulatory requirements, which lowers the cost of
operation. However, hospitals do have to meet these requirements, necessitating that hospital
payment rates must be sufficient to support the higher standard of care that compliance with
these standards requires. The AAMC further detailed these requirements in its response to CMS’

91 Kern LM, Bynum JPW, Pincus HA. Care Fragmentation, Care Continuity, and Care Coordination-How They
Differ and Why It Matters. JAMA Intern Med. 2024;184(3):236-237. doi:10.1001/jamainternmed.2023.7628

92See 42 C.F.R. section 413.65(a),(e) , requiring HOPDs to comply with the same conditions of participation as their
affiliated hospital.
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CY 2026 OPPS proposed rule and refers CMS to these comments for additional details on the
differences in regulatory requirements between HOPDs and free-standing physician’s offices.”?

Hospitals Offer Unique Services to the Community, Impacting Cost of Care

In addition to the regulatory, accreditation, and licensing requirements, health systems and
hospitals provide unique services to their communities that impact the cost of care delivered. For
example, hospitals invest in the infrastructure to manage disasters and public health emergencies.
They are the only type of health care provider that delivers emergency care 24 hours a day, 365
days a year to the community, regardless of their patients’ insurance coverage or ability to pay.
This “standby capacity” is costly and is supported by revenue from direct patient care. Academic
health systems and teaching hospitals provide highly specialized care that is often unavailable in
other settings, including oncology services, transplant surgery, trauma care, burn care, pediatric
specialty care, and treatment for rare and complex conditions. Ultimately, this requires a greater
need for “standby capacity” to ensure patient needs are met.

As noted throughout our comments, these highly specialized care services may be supported by
the use of imaging without contrast services to enable the creation of a safe and effective care
plan. These services are not the result of an “unnecessary” shifting of services from lower-cost to
higher-cost settings but rather a need to address patient needs. Access to imaging without
contrast services may also be limited due to the high cost of acquiring and maintaining the
equipment needed for these services, restricting certain types of imaging to hospital settings.
HOPD settings may be better equipped to take on these additional costs. One estimate found the
cost of purchasing and installing an MRI machine and the accompanying suite required to house
the machine could run from $3 million to $5 million.”* Meanwhile, the cost to purchase a CT
scan may vary by imaging quality and ability to decrease radiation exposure with higher quality
machines costing hundreds of thousands of dollars more than lower quality ones.” These site
neutral policies can endanger a hospitals’ ability to continue to provide 24/7 access to care,
capacity for disaster response, and other critical services to the community such as these more
advanced imaging services.

CMS Does Not Have the Statutory Authority to Make Reductions in Payment for Imaging
without Contrast Services

Section 603 of the BBA required that services furnished in off-campus HOPDs that began billing
under the OPPS on or after November 2, 2015, or that do not meet the 21% Century Cures “mid-
build” exception (referred to as non-excepted services) will be paid under another applicable Part
B payment system instead of the OPPS (Section 1833(t)(21) of the Act). In rulemaking, CMS
determined that the payment amount for these non-excepted services would be set at 40 percent
of the OPPS rate.

9 AAMC Comments on the CY 2026 OPPS Proposed Rule (September 2025)
% https://money.com/why-does-mri-cost-so-much/
% https://directmedimaging.com/how-much-do-ct-scanners-cost/
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In this proposed rule, CMS describes increases in the volume of imaging without contrast
services provided in HOPDs and cites its authority under section 1833(t)(2)(F) of the Act to
establish a “method” for “controlling unnecessary increases in the volume of covered OPD
services.” CMS’ “method” is to pay 40 percent of the OPPS rate for these services. CMS
proposes implementing this policy in a non-budget neutral manner, resulting in a $260 million
reduction in hospital payment under the OPPS in 2027 (p. 41910).

Congress explicitly included language specifying that excepted off-campus HOPDs would not be
paid at the reduced rates that would apply to non-excepted HOPDs in section 603 of the
Bipartisan Reform Act of 2015.%° Specifically, section 603 created two categories of HOPDs: 1)
those established before November 2, 2015, and 2) those established on or after November 2,
2015. Under section 1833(t) of the Act, excepted off-campus HOPDs continue to be paid at
OPPS rates.”” We believe that CMS does not have the authority to implement the law in a
way that eliminates an exception that was established by statute.

CMS describes increases in the volume of imaging without contrast services provided in off-
campus OPDs, as “unnecessary” and cites its authority under section 1833(t)(2)(F) of the to
establish a “method for controlling unnecessary increases in the volume of covered OPD
services.” CMS does not show evidence to support the assertion that the payment differentials
are resulting in “unnecessary” increases in volume, let alone any growth in volume. Furthermore,
CMS dismisses prior input from stakeholders highlighting potential nuances in the US healthcare
system that require these services be provided in various settings. For example, the increase in
volume of services in the HOPD setting could be due to shifts in cases from inpatient to
outpatient settings, technological advances, changes in patient demographics, changes in
beneficiary needs or availability of care, approval of novel therapies that can be provided
exclusively in the HOPD setting, and significant increases in the price of drugs. Furthermore,
CMS’ own policies may encourage shifting of site of service. For example, the phase out of the
inpatient only list allows hundreds of services to shift settings. Without considering these
nuances and evaluating the whole healthcare landscape, the agency is arbitrarily defining and
assigning value to what constitutes as an “unnecessary” increase in volume. Additionally,
increases in outpatient hospital volume results from independent physicians referring Medicare
beneficiaries to a HOPD for essential services that they do not provide in their offices that may
need to be offered in conjunction with imaging services. We believe that additional study and
analysis, and legislative changes, would be necessary before the agency can consider
implementing a payment policy to control changes in the volume of imaging without contrast
services in HOPDs that are not well-understood, and which may be driven by appropriate clinical
or demographic factors, not differential payments.

Additionally, Congress has established a framework for CMS to annually make changes to
payments for Medicare covered outpatient hospital services,”® under which changes to payments

% Pub.L. No. 114-74 section i603, 129 Stat. 584, 597-598.
9742 U.S.C. section 13951(t)(1)(B)(v)(t)(21)(B)(ii).
% 42 U.S.C. section 13951(t)(9)(A)
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that target specific items or services must be budget neutral.” Yet, in this rule CMS is targeting a

select group of services, imaging without contrast services, for non-budget neutral payment
adjustments. According to CMS, the proposed imaging without contrast policy would reduce
total hospital payments by $260 million in CY 2026, and $7.2 billion over 10 years, with no
offsetting increases in payment for other services (p. 41916). While CMS has authority under
section 1833(t)(2)(F) of the Act to develop a method for controlling unnecessary increases in the
volume of covered OPD services, when it makes adjustments to payment rates for specific
services, it must do so in a budget neutral manner under section 1833(t)(9) of the Act that applies
to the entirety of section 1833(t)(2) of the Act.

We recognize that in prior litigation regarding expansion of site-neutral policies to off-campus
clinic visits, the D.C. Appeals Court ruled in CMS’ favor.'® CMS indicates that the Circuit
Court concluded “a service-specific, non-budget-neutral rate reduction falls comfortably within
the plain text of subparagraph (2)(F).!°! However, AAMC disagrees with the Circuit Court’s
decision and believes if the policy is litigated in a different Circuit, it is likely to be struck down
by the Court, particularly under a Loper Bright analysis rather than the since reversed Chevron
framework. At the District Court level, the Court found that:

the "method" developed by CMS to cut costs is impermissible and violates its obligations
under the statute. While the intention of CMS is clear, it would acquire unilateral authority
to pick and choose what to pay for OPD services, which clearly was not Congress'
intention.

Both the District Court and the Circuit Court did a Chevron analysis and the District Court
concluded that CMS’ site neutral policy failed Chevron Step 1 while the Circuit Court concluded
CMS was clearly within its statutory authority under Chevron Step 1. Neither Court provided
CMS with Chevron deference under Step 2 but came to opposite conclusions under Chevron
Step 1. Any future court would not conduct a Chevron analysis and would instead use its
independent judgment regarding agency actions and interpretations as Loper Bright overruled
Chevron. As indicated by the District Court decision, it is highly possible that a future Court
could find CMS’ policy to be inconsistent with statute for all the reasons outlined above. If a
Court finds CMS’ policy to be unlawful, the decision will apply to CMS’ clinic visit policy its
drug administration policy, and the proposed imaging without contrast policy.

INPATIENT ONLY LIST (IPO)

CMS Should Stop or Slow Down the Elimination of the IPO List to Evaluate Outcomes and
Ensure the Establishment of Proper Payment Rates

The IPO list was established in the initial implementation of the OPPS in 2000, pursuant to the
Secretary’s authority under section 1833(t)(1)(B)(I) of the Act.!%? Designation of a service as

% 42 U.S.C. section 13951(t)(9)(B).

100 964 F.3d 1230, 1245 (D.C. Cir. 2020)
101 964 F.3d 1230, 1245 (D.C. Cir. 2020)
102 65 FR 18455
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inpatient only does not preclude the service from being furnished in a hospital outpatient setting,
but Medicare will not make payment for the service if it is furnished to a Medicare beneficiary in
the outpatient setting.'®® Services on the IPO list require inpatient care because of the invasive
nature of the procedure, the need for at least 24 hours of postoperative recovery time, or the
underlying physical condition of the patient requiring surgery. CMS has historically reviewed the
IPO list annually to identify any services that should be removed from or added to the list based

on the most recent data and medical evidence available using criteria specified annually in the
OPPS rule.

In the 2021 OPPS/ASC final rule, CMS finalized a policy to eliminate the IPO list over three
years, beginning January 1, 2021.1% At that time, AAMC expressed significant concerns with the
elimination of the IPO list, which is an important tool to ensure that Medicare beneficiaries
receive care in the most clinically appropriate setting.!% Subsequently, CMS halted the phase-out
of the IPO list in the CY 2022 OPPS final rule and restored most of the services that had been
removed from the IPO list for CY 2021.!% In the CY 2026 OPPS rule, CMS finalized a proposal
to eliminate the PO list, beginning in January 2026 with a three-year transition, completing the
elimination by January 1, 2029. For CY 2026, CMS eliminated the first set of codes from the
IPO list, which included 285 musculoskeletal procedures and 16 non-musculoskeletal
procedures.!®” Now for CY 2027, CMS is continuing with its proposal to eliminate the IPO list in
stages by proposing to remove 637 additional procedures (p. 41907). This constitutes nearly half
of the remaining 1438 remaining codes on the IPO List in CY 2026. These proposed codes cover
the following clinical families: auditory, digestive, endocrine, female genital, hemic and
lymphatic systems, integumentary, male genital, maternity care and delivery, mediastinum and
diaphragm, respiratory, and urinary. A number of these services impact major organs and vital
functions, pose a risk of hemorrhage or need for blood transfusion, and carry high morbidity and
mortality rates in certain circumstances. Morbidity and mortality may be impacted by site of care
by introducing additional risk of complications due to fewer available resources in lower levels
of care. CMS also notes the services proposed to remain on the PO list for CY 2027 are more
complex and require a lengthier review process (p. 41907).

Given the breadth of services remaining on the IPO list, consistent with the position we
took in 2021 and 2025, we urge CMS to maintain the IPO list as it currently stands. and not
move forward with the continued phase out of the IPO List. There are numerous services on
the TPO list that may never be appropriate to furnish in an outpatient setting, such as heart and
lung transplants, and coronary artery bypass surgery. Given the complexity and high-risk nature
of these procedures and the timeframe for postoperative recovery and monitoring before
discharge, it would not be safe to perform them in an outpatient setting. Further, included in the
large number of procedures proposed for removal in CY 2027, there are a number of services

103 65 FR 18443
10486 FR 63458
105 AAMC Comments on the CMS CY 2021 OPPS Proposed Rule (October 2020)
106 86 FR 63458
10790 FR 53448
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that pose a significant risk of complications that not only jeopardize patient safety but also place
additional costs on beneficiaries and taxpayers. Even with the clarification these services are not
required to take place in an outpatient setting when removed from the IPO list, it can create an
expectation among providers that the service must or should be furnished in the outpatient
setting, regardless of the clinical judgment of the physician or needs of the patient. Below in
Table B, listed is a non-exhaustive list of procedures that pose significant risk of complication
that require greater levels of care and clinician monitoring, necessitating inpatient care. While
CMS will not require these procedures to take place in an ASC or outpatient setting, the agency
should consider the messaging this change suggests to stakeholders and how that may alter the
evaluation of the safety of these procedures, despite the substantial peer-reviewed evidence
(which we cite in Table B) showcasing the significant risks and compilations associated with
these procedures.

Additionally, CMS has previously acknowledged concerns regarding patient safety and quality of
care voiced by stakeholders regarding these changes. However, CMS believes that there
currently are a variety of safeguards such as state and local licensure requirements, accreditation
requirements, hospital conditions of participation, medical malpractice laws, and CMS quality
and monitoring initiatives that serve to ensure patient safety even in the absence of the [PO
list.! The AAMC agrees that these safeguards are important, but believes they are
insufficient to address the patient safety and quality concerns. We urge CMS not to continue
the elimination of the IPO list. Instead, CMS should pause to evaluate the impact of removing
the first set of codes inclusive of an analysis of how care may have shifted across settings,
adverse events and patient outcomes, the cost of any adverse events, and if the agency’s
methodology for establishing outpatient payment for these services is accurate and reflective of
the cost of care. Delaying the removal of these codes allows CMS to ensure sufficient evaluation
of safety and quality concerns and improve payment methodology when removing codes from
the PO list. This becomes increasingly more important as the services considered for removal
become more complex. CMS even acknowledges this with the remaining codes proposed to be
included in phase three of the elimination (p. 41907).

Further, CMS’ substantially larger proposed list of codes to eliminate from the IPO list for CY
2027 raises concerns around sufficient review. The AAMC believes the remaining two years is
an insufficient amount of time to properly evaluate the remaining codes on the IPO list to ensure
patient safety as well as accurate payment. Both are essential to providing safe, quality patient
care. Should CMS ultimately decide to continue with the elimination of the IPO list, it must do
so over a longer timeframe and allow for an equal proportion of codes each year to allow for
sufficient time and resources to evaluate and gather clinician feedback. Meaning a similar
number of codes removed each year in a manageable number to be able to review the impact
before proposing additional codes for elimination. Double or tripling the number of codes
removed each year does not allow for this evaluation. This will also allow CMS to review its

10890 FR 53448
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own work, and the impact these high impact policy changes have on patients before moving
forward with the next phase.

Enhance the Process to Identify Procedures that Should Not Be Performed in the Outpatient
Setting Based on Considerations of Patient Safety and Quality of Care

Procedures on the IPO list currently are performed in the inpatient setting due to factors such as
the complex nature of the procedure, the overall medical condition of the patient, and the need
for significant clinical monitoring post procedure. In the past, CMS solicited stakeholder
feedback regarding the removal of procedures from the IPO list, taking an intentional, scalpel-
like approach to removal. As technology changes to allow for more procedures to be performed
in the outpatient setting, the IPO list has been modified to accommodate these changes based on
evidence and input from clinicians. The AAMC recommends that CMS continue evaluating
which procedures and treatments are shown to be safely and successfully performed in the
outpatient setting as medical technology advances based on the most recent data and medical
evidence available. Additionally, we recommend CMS enhance its criteria for determining
which procedures could be safely removed from the IPO list by setting general criteria for
procedure selection based upon peer-reviewed evidence and patient factors, such as age,
comorbidities, and social support. Even if CMS proceeds with the full removal of the IPO list,
CMS should develop these criteria and present peer-reviewed evidence to support these
procedures taking place outside the inpatient setting.

As highlighted in Table B, there are a broad range of procedures up for removal from the IPO list
for CY 2027 that are supported by peer-reviewed evidence as not appropriate for the outpatient
setting. While this 1s not an exhaustive table of all the procedures that should be reviewed for
considerations of major complications or morbidity/mortality risks, this is a sufficient number to
cause pause. A number of these codes are also associated with hospitalization and would not be
expected to ever take place in an outpatient setting. For example, debridement for necrotizing
soft-tissue infection (HCPCS codes 11004—11006) are high risk procedures driven by the
underlying disease process and repair of liver wound (HCPCS codes 47350, 47360, 47361,
47362) are high risk processes driven by the underlying traumatic injury or acute condition that
under clinical guidelines would require an inpatient admission, However, by CMS removing the
IPO list, this sends the message that these procedures could take place in the outpatient setting.
Therefore, it is still necessary to consider the complications of these procedures in an outpatient
setting and the message this policy change sends to patients, providers, and other payers.

CMS should implement a review of the current literature to prove the safety of these procedures
outside the inpatient setting. Further, many of these procedures require inpatient-level resources
as part of the necessary post-operative care. These services include post-operative monitoring,
multidisciplinary management and timely access to intervention as expected part of recovery.
These services go beyond outpatient recovery timeframes and observation services. The inpatient
setting allows for these post-operative services, which reduce the risk of these complications
listed below. The agency should also consider bringing in subject matter experts and clinicians to
inform them which of these services are logistically feasible in an outpatient setting without
putting patients in harm’s way. Lastly, many of these services are additionally proposed to be
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added to the ASC covered procedures list. The AAMC provides additional details and comments
on that proposal below. However, CMS must account for these complications and considerations
when proposing to allow these services in new settings of care, including for both the hospital
outpatient and ASC setting. The ASC setting specifically has fewer regulatory requirements
related to patient care, which should be weighed.

Table B: Examples of Services Proposed for Removal from the IPO List with Significant
Patient Risk*

Service Major Complications Other Considerations

Pneumonectomy (Removal of | e  Respiratory failure requiring | Additional services patients may

an Entire Lung): prolonged mechanical require following these services
e HCPCS code 32440 ventilation include ICU monitoring, chest
Remove lung e Acute respiratory distress tube managemegt, ‘resp1ratory
(pneumonectomy) syndrome (ARDS) thergpy, and rapid 1ntervent10n.for
. HCPCS code 30447 — e Bronchopleural fistula'®’ cardiopulmonary decompensation.
Sleeve pneumonectomy * Massi.ve postoperative
bleeding
« HCPCS code 32488 — e Cardiac arrhythmias and
Completion pulmonary hypertension
pneumonectomy e Death!!?
Esophagectomy (Removal of e Anastomotic leak 112 Esophagectomy is considered one
the Esophagus): e Sepsis of the highest risk gastrointestinal
« HCPCS codes 43107 e Mediastinitis 0perati0n§ due tg anastomotic‘
43108. 43112, 4312 4’ e Respiratory failure leaks, w}nch rapidly becorpe life-
HCP C’S o de; 43286, 43287 | ® Aspiration pneumonia threatening and‘ Oft??g require
(minimally invasive e Severe nutritional urgent reoperation.
approaches) complications

109 Wali, A., & Bille, A. (2020). Complications of thoracic surgery: post-pneumonectomy bronchopleural

fistula. Shanghai Chest, 5. doi:10.21037/shc.2020.03.02

10 K osif Misirhioglu, A., Bayram, S., Kiral, H., Coban Agca, M., Tokgoz Akyil, F., Alpay, L., Baysungur, V., &
Yalginkaya, 1. (2018). Factors affecting complication rates of pneumonectomy in destroyed lung. Turk gogus kalp
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I Axtell A, Angeles C, McCarthy D. et.al. Anastomotic Leak After Esophagectomy: Analysis of the STS General
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for esophageal cancer: definitions, diagnostics, and treatment, Diseases of the Esophagus, Volume 34, Issue 1,
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Service Major Complications Other Considerations
Pancreatectomy / Whipple-Type | ¢ Pancreatic fistula These patients often require close
Procedures HCPCS codes e Severe hemorrhage monitoring for bleeding and
48150, 48152, 48153, 48154 e Sepsis pancreatic leaks that may occur in
; : the days followi
o HCPCS code 48155 (total | ® Delayed gastric emptying S et ae =
pancreatectomy) e Organ failure SUTEeLy-
e High readmission rates
Major Liver Resection e Liver failure Postoperative hepatic dysfunction
e Massive blood and bleeding can worsen rapidly
* 517?2)58 407(1(36,; 47120, loss/transfusion and require intensive monitoring
Repair of ,Liver Wound e Biliary leak and intervention along with
p e Intra-abdominal abscess strategic decision making around
« HCPCS codes 47350, o Sepsis patient care.''"! %117
47360, 47361, 47362 e Coagulopathy
Total Cystectomy (Bladder e Sepsis Procedures under these codes
Removal) e Urinary leak combine pelvic organ resection
HCPCS codes 51570 e Bowel injury with urinary reconstruction and are
51575. 51585 ’ e Venous thromboembolism | associated with some of the
« HCPCS codes 51595, 51596 | ® Acute kidney injury highest morbidity rates among

urologic procedures, !2%:12!

114 Oraini, A. M., Shammari, S. A., Rabah, R. N, Zahrani, A. M., Swayyed, M. A., Hassanain, M. M., & Saif, F. A.
(2024). Surgical outcomes and postoperative complications in patients undergoing Whipple’s procedure: A tertiary
academic center experience. Journal of Gastroenterology Research and Practice, 4(6), 1206.
https://www.jjgastro.com/articles/JIGR-v4-1206.html
115 Manoukian G, Qureshi M R, Bangash A, et al. (January 20, 2026) Management of Complications After
Pancreaticoduodenectomy: A Narrative Review of Pathophysiology and Treatment Strategies. Cureus 18(1):

€101919. doi:10.7759/cureus.101919

116 Raza, T. A., Igbal, J., Minhas, M. R., & Mustafa, G. (2024). The outcomes and complications of
pancreaticoduodenectomy (Whipple procedure): Cross-sectional study. African Journal of Biological Sciences,

6(15), 15175-15184. https://doi.org/10.48047/AFJBS.6.15.2024.15175-15184

7 Kauffmann, R., & Fong, Y. (2014). Post-hepatectomy liver failure. Hepatobiliary Surgery and Nutrition, 3(5),
238-246. https://doi.org/10.3978/.issn.2304-3881.2014.09.01
18 Sokolovski, F., Jagoditsch, A., Kienberger, G., Raab, S., Trattnig, R., Scotton, G., Szabo, K., Rathenbdck, M. D.,
Loschko, N., Pimingstorfer, P., Hagleitner, G., Schmit, P., Moschen, A. R., Shamiyeh, A., & Stittner, S. (2025).
Management of major complications after hepatectomy. European Surgery. https://doi.org/10.1007/s10353-025-

00910-0

119 Ishii, M., Mizuguchi, T., Harada, K., Ota, S., Meguro, M., Ueki, T., Nishidate, T., Okita, K., & Hirata, K. (2014).
Comprehensive review of post-liver resection surgical complications and a new universal classification and grading
system. World journal of hepatology, 6(10), 745—751. https://doi.org/10.4254/wjh.v6.110.745

120 Berger, 1., Xia, L., Wirtalla, C., Dowzicky, P., Guzzo, T. J., & Kelz, R. R. (2019). 30-day readmission after
radical cystectomy: Identifying targets for improvement using the phases of surgical care. Canadian Urological
Association journal = Journal de I'Association des urologues du Canada, 13(7), E190-E201.

https://doi.org/10.5489/cuaj.5455

121 Sandberg, M., Marie-Costa, C., Vancavage, R., Ye, E., Underwood, G., Rodriguez, R., Roebuck, E., Catley, S.,
Seoane, J., Choudhary, A., Tranchina, S., Hemal, A., & Rodriguez, A. R. (2025). Postoperative complications,
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Service

Major Complications

Other Considerations

Need for urinary diversion
management

Radical Head and Neck Cancer
Surgery
e HCPCS code 31390 —

Removal of larynx and
pharynx

e HCPCS codes 41140-41155
— Major tongue resections

o HCPCS code 60254 —
Extensive thyroid surgery

Airway obstruction
Hemorrhage
Aspiration

Flap failure

Need for emergency
tracheostomy
Dysphagia

Even relatively minor
postoperative swelling can cause
acute airway obstruction requiring
emergent intervention. Airway
compromise can occur suddenly
and may require immediate
intervention not available in most
outpatient settings.!?%!%3

Tracheal and Airway

Reconstruction
e HCPCS code 31760 —
Tracheoplasty

e HCPCS code 31766 —
Carinal reconstruction

e HCPCS code 31780, 31781
— Tracheal reconstruction

Airway collapse
Anastomotic dehiscence
Respiratory failure
Need for emergency
reintubation

Death

These surgeries involve
reconstruction of critical airway
structures where even minor
complications can immediately
threaten life. Even relatively minor
postoperative swelling can cause
acute airway obstruction requiring
emergent intervention. >

Pelvic Exenteration

e HCPCS code 45126

o HCPCS code 58240 -
Related pelvic organ
removal procedures

Massive blood loss

Sepsis

Urinary and bowel leaks
Venous thromboembolism
Multiorgan dysfunction

These procedures are extensive,
frequently lasting many hours and
requiring multidisciplinary
postoperative management. These
multi-organ resections often
require blood transfusion,
prolonged hospitalization,
intensive pain management, and
complex wound care.'?

emergency department utilisation, and readmission after radical cystectomy. Central European journal of
urology, 78(1), 5—13. https://doi.org/10.5173/ceju.2024.0166

122 Herranz J , et al. Complications after total laryngectomy in nonradiated laryngeal and hypopharyngeal
carcinomas. Otolaryngol Head Neck Surg. 2000;122(6):892-898. PMID 10828805.

123

Hasan Z, et al. Systematic review and meta-analysis

124 Wright CD, et al. Anastomotic complications after tracheal resection: prognostic factors and management. J
Thorac Cardiovasc Surg. 2004;128(5):731-739. PMID 15514601.
125 pelvEx Collaborative. Pelvic Exenteration for Advanced Nonrectal Pelvic Malignancy. Ann Surg.
2019;270(5):899-905. PMID 31634184.
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Debridement For Necrotizing o Septic shock These codes treat active, time-
Soft-Tissue Infection e Multiorgan failure critical infections that may require

HCPCS codes 1100411006 debridement’s, and immediate

escalation of care.'?¢

*This is not a comprehensive list of services that may be inappropriate to perform outside of the
inpatient setting. This is just a sample of some services and their risk of complications.

Quality Reporting and Financial Impact of Elimination of IPO List

Beyond our concerns for patient safety, we remain concerned about the financial and
administrative burden of the elimination of the IPO list over such a short period of time, at a time
when hospitals are grappling with numerous financial challenges. When a procedure is removed
from the IPO list, healthier Medicare beneficiaries (who are likelier to have shorter inpatient
lengths of stay) are more likely to shift their care to HOPDs, leaving the sicker and more
complex patients as inpatients. This presents unintended consequences similar to the ‘death
spiral’ in health insurance plans, where only more complex and costly patients remain, which in
this case would equate to reimbursement for inpatient care becoming inadequate. Additionally,
hospitals will lose any indirect medical education or disproportionate share hospital payment
associated with an inpatient procedure being performed in the outpatient setting. Eliminating the
entire [PO list over three years will have a significant impact on payments at a time when
teaching hospitals are facing profound financial challenges that already seriously endanger their
ability to care for patients and train the next generation of physicians. Further, we echo our
concerns from our CY 2026 comments that the elimination of the IPO list may impact provider
financial performance in CMS Innovation Center models.'?” AAMC members have been
engaged in all the bundled payment models offered through the CMS Innovation Center, and we
specifically ask CMS to ensure that TEAM participants are not negatively impacted with
the elimination of the IPO list.

Furthermore, eliminating the IPO list without corresponding adjustments to CMS’ hospital
quality programs will also have unintended consequences for the accuracy of measurement and
fairness of performance comparisons. As the procedures eliminated from the IPO list increase in
clinical complexity and carry higher risks of complication, readmission, and mortality, CMS
must account for these impacts on hospital performance, including in the Hospital Value-Based
Purchasing Program, the Hospital Readmissions Reduction Program, and the Hospital-Acquired
Condition Reduction Program. Hospitals that serve more medically complex populations may
continue to appropriately treat such patients as inpatients, while others shift them to outpatient,
likely reducing inpatient measurement validity and reliability in addition to creating inequities in

126 Nawijn F, et al. Time is of the essence when treating necrotizing soft tissue infections: a systematic review and
meta-analysis. World J Emerg Surg. 2020;15:4. PMID 31921330.
127 AAMC Comments on the CY 2026 OPPS Proposed Rule (September 2025)

e Death vasopressors, organ support, serial
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scoring and financial penalties across institutions. Simultaneously, outpatient hospital
departments and ASCs are not subject to the comparable quality reporting requirements for these
services, limiting CMS’ ability to track outcomes for beneficiaries undergoing complex surgical
care. This not only undermines measurement and comparability in hospital quality reporting and
performance program but also limits CMS’ ability to evaluate how this policy change impacts
patient safety and care. We again ask CMS not to move forward with the elimination of the I[PO
list until these issues are addressed.

Proposed Exemption of Services that are Removed from the IPO List from Medical Review
Activities for Site of Service

In addition to the potential impact on participation in Center for Medicare and Medicaid
Innovation (CMMI) models, we are also concerned that other payers, including Medicare
Advantage plans, may use the lack of the IPO list to inappropriately require patients be treated in
the outpatient setting to reduce costs, regardless of the clinical judgement of the physician and
needs of the patient. The AAMC provided additional recommendations to CMS regarding the
exemption of medical reviews for site of service and the 2-midnight requirement for inpatient
admission in response to the CY 2026 OPPS Proposed rule.!?® We ask that procedures removed
from the IPO list continue to be exempt from medical reviews for site of service and the 2-
midnight requirement for inpatient admission until there is a finding that these services are
routinely performed in the outpatient setting as CMS has proposed. We understand that the
record must document medical necessity but believe that the medical reviews for site of service
should continue to defer to the physician’s judgment when the procedure is only appropriate to
provide on an inpatient basis. We continue to echo these recommendations, emphasizing that
while we understand the need to document medical necessity, the medical reviews for site of
service should continue to defer to the physician’s judgment when the procedure is only
appropriate to provide on an inpatient basis. This is especially important in Medicare Advantage
plans, which CMS does not specifically address. Medicare Advantage plans are known to use
onerous prior authorization policies,'? which may be used to steer patients to perceived lower
cost sites of care based on financial incentive rather than clinical judgment. Regulations and plan
practices should not supersede a physician’s level of knowledge and assessment of the patient’s
condition. Ultimately, it must be up to the physician to appropriately determine whether a
procedure can be performed in a hospital outpatient setting, ASC, or other care setting.

Further, related to the exemption of medical reviews for site of service and the 2-midnight
requirement for inpatient admission, if CMS does continue to move forward with eliminating the
IPO list and rolls back these exemptions then administrative burden associated with inpatient
reimbursement will significantly increase. This not only increases administrative burden but
jeopardizes access to the right level of care for Medicare’s most complex patients. As procedures
shift to the outpatient setting, hospitals will be required to prove patient need for inpatient status,
regardless of the requirements of the procedure itself or the necessity for certain patient
populations to retain inpatient status. This will require significantly more documentation

128 [d
129 KFF, Prior Authorization Metrics Provide New Insights into Insurer Practices, but Gaps Remain (August 2026)
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showing why inpatient care is medically necessary for the individual patient, which as noted
above may prove to be more complex for beneficiaries receiving coverage through Medicare
Advantage plans.

Provide Transparency in the Determination in APC Classifications and Payment Amounts for
Services Removed from IPO List

For the CY 2027 list of proposed services to be eliminated from the IPO List, CMS does not
discuss issues relating to assigning these services to APCs (p. 41907). CMS instead points
readers to the public use file titled “Proposed Procedures for Removal from the IPO List for CY
2027,” available on the CMS website for proposed status indicators and APC assignments. CMS
does not provide details or the methodology on how the agency arrived at their conclusion for
any of the APC or status indicator assignments. The AAMC is concerned that this lack of
transparency hinders the ability to properly evaluate APC assignments to ensure a proper
description of services and payment. CMS should provide justification for how the agency
established the proposed APC and status indicator assignments, and what data, if any, was
used to evaluate these assignments. Furthermore, even with transparency into the data CMS
used, this proposal is premature since CMS does not have the claims, cost and other data that
would be necessary to determine the APCs into which procedures removed from the IPO should
be classified, and the new payment rates. As noted above, we ask CMS to pause the removal of
services from the IPO list to evaluate the removal of phase one services, including if their APC
assignments and payment rates are accurate. The AAMC offered CMS a number of possible
policy solutions for identifying payment rates for these services leaving the IPO list in their
response to CMS’ CY 2026 OPPS proposed rule.'*°

Rather than CMS arbitrarily assigning codes to APCs without providing their methodology,
CMS should wait until there is sufficient information on hospital costs, before assigning a
procedure to a clinical APC using its normal processes. CMS should not attempt to do this
without first having sufficient claims data. This ensures that APC assignment and pricing is
based on actual cost and resource use, rather than an estimate provided by CMS with no
transparency into the agency’s APC assignment process. Otherwise, CMS will need to expend
significant resources to price services in the outpatient department that have little to no
likelihood of being performed on an outpatient basis given current medical technology or have to
reevaluate once this data is available. For instance, heart transplantation (CPT code 33945) is
currently on the IPO list. There would be no circumstance with existing technology today where
a heart transplant could be performed on an outpatient basis; yet CMS’ policy to eliminate the
IPO list and price all services under the OPPS would unnecessarily require the agency to assign
CPT code 33945 to an APC. While a heart transplant may be an extreme example, services on
the TPO list represent a spectrum and there will be many services less intensive than a heart
transplant that are similarly incapable of being performed on an outpatient basis. Alternatively,
there may be many services at the opposite end of the spectrum that are less intensive where
performance on outpatient basis is more likely for specific patients with existing technology.

130 AAMC Comments on the CY 2026 OPPS Proposed Rule (September 2025)
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AMBULATORY SURGICAL CENTER COVERED PROCEDURES LIST (ASC CPL)

CMS Should Reestablish the Prior Criteria for ldentifying Procedures for the ASC CPL in the
Interest of Patient Safety

In the CY 2026 OPPS final rule, CMS finalized significant changes to the ASC CPL that would
modify both the inclusion and exclusion criteria for any surgical procedures considered for the
list, removing important guardrails that are currently in place. The ASC CPL identifies separately
payable procedures that can be safely performed in an ASC and would typically not require
active medical care or monitoring at midnight following the procedure. The prior criteria
generally exclude surgical procedures from the list that are prolonged, high risk, or directly
involve major blood vessels among several other requirements that protect the patient. However,
within the CY 2027 OPPS proposed rule under the new revised criteria issued in CY 2026, CMS
included a proposal to move 618 new procedures onto the ASC CPL (p. 41946). Many of these
procedures are prolonged, high risk, or directly involve major blood vessels increasing the risk of
complication as well as morbidity and mortality. Above, Table B highlights a number of
procedures and their complications that are up for removal from the IPO list that are also
proposed for addition to the ASC CPL. The AAMC continues to echo our concerns with
CMS’ criteria changes and asks the agency to reinstate the ASC CPL criteria applied prior
to CY 2026 and reevaluate procedures proposed for addition against these criteria.
However, should CMS move forward with these proposals, CMS should establish additional
ASC Conditions for Coverage (CfCs) and other safeguards to ensure patients are adequately
informed and protected, including requiring physicians to inform patients of the risks of having a
procedure in the ASC rather than in a HOPD.

Hospital Outpatient Departments and Inpatient Settings Are Better Equipped to Furnish
Higher Complexity Services

Patients seeking care at HOPDs, particularly those at teaching hospitals, tend to have more
chronic and complex conditions compared to patients receiving care in other ambulatory settings.
These HOPDs are frequently the sole sources of care for low-income and otherwise underserved
populations and are also equipped and staffed to perform complex surgical procedures and
furnish advanced treatments to a wide variety of patients. Furthermore, these HOPDs can also
provide overnight post-procedure monitoring when needed whereas ASCs are intended only for
those patients that do not require ongoing medical monitoring at midnight following the
procedure. They are also subject to many regulatory requirements that do not apply to ASCs or
physicians’ offices. If patients require emergency care, highly trained medical response teams are
readily available. This is especially essential for a number of procedures proposed to be
removed from the PO list, which could be safe in the outpatient setting for some patients but not
all and pose a risk of immediately requiring more complex care if complications arise.

By contrast, ASCs are distinct entities that furnish ambulatory surgical services not requiring an
overnight stay in a hospital. The most common ASC procedures are cataract removal with lens
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insertion, upper gastrointestinal endoscopy, colonoscopy, and nerve procedures.!! If a patient
requires emergency care while undergoing care at an ASC, 9-1-1 must be activated and the
patient transferred to a hospital emergency department, potentially delaying life-saving
interventions. Depending on the ASC’s geographical location, access to life-saving interventions
may be severely limited, endangering patients, a danger that can be eliminated by not allowing
services with high risk of complication in ASC settings. Additionally, ASCs are subject to
considerably less stringent regulation and oversight. Current safety certification standards for
ASCs under the CfCs are not as comprehensive as those for the hospital setting, including
HOPDs, under the Conditions of Participation. For example, ASCs, while required to maintain
an infection control program, do not have the additional requirement of maintaining an antibiotic
stewardship program as required for hospitals.

Unlike HOPDs, ASCs are not equipped to treat complex patients who require significant post-
procedure monitoring. Some ASCs require the patient to stay post-procedure in a local hotel, and
the patient is seen again in the morning. These unusual situations do not provide appropriate
post-procedure monitoring for patient safety. In reviewing this list, CMS should consider not
only the ability to perform the procedure but the additional need for post-operative monitoring
based on the procedure and the patient’s age and comorbidities. For these reasons, we urge CMS
to not allow complicated procedures to be performed in the ASC until such time as clinical
experts determine that these procedures can be performed safely in the ASC setting and that
patients are able to be safely discharged to home after the procedure. Given these safety
concerns, the AAMC urges CMS to reinstate the general criteria and exclusion criteria
used for the ASC CPL and conduct a comprehensive review of the 618 procedures for
addition by clinical experts before adding them to the ASC CPL.

Patient Risk is Heightened During Historic National Blood Shortage

Further, the risk of hemorrhage is associated with a number of the procedures being considered
for removal from the IPO List and addition to the ASC CPL. These risks may be mitigated by the
site of care or post-operative observation. ASCs often do not keep large stores of additional
blood for transfusion on site. This is concerning given the number of services proposed for
addition that may impact major blood vessels/arteries or organs known to pose a risk of
hemorrhage or heavy bleeding. Further, moving these services from the inpatient setting to the
outpatient or ASC setting may increase the risk of hemorrhage during the procedure or post-op at
a time where the U.S. is facing a national blood supply crisis.!*? The American Red Cross
declared the second ever national blood supply crisis in July, citing patients may already begin to
feel the impact in the form of delayed care. The American Red Cross has also reported limiting
distributions of type O blood to individual hospitals, the most commonly transfused blood type.
This rationing of blood may impede hospital’s ability to care for patients, especially if the

131 MedPAC, “A Data Book: Health care spending and the Medicare program,” July 2020. Available at:
http://www.medpac.gov/docs/default-source/data-book/july2020_databook sec7 sec.pdf?sfvrsn=0.

132 https://www.redcross.org/about-us/news-and-events/press-release/2026/red-cross-declares-national-blood-
supply-crisis-urges-immediate-.html
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demand surges due to inappropriate levels of care or observation for these patients following
services removed from the IPO list or added to the ASC covered procedures list.

Beneficiary Coinsurance Liabilities are Higher for Procedures Performed in ASCs

Lastly, for both proposals (elimination of the IPO list and making the inclusion and exclusion
criteria for a procedure to be performed in an ASC considerations rather than requirements), the
AAMC reiterates its previous comments'>® that CMS should consider the additional beneficiary
cost-sharing in the ASC setting. While Medicare’s overall costs may be lower in the ASC for
some procedures, beneficiaries are not protected from cost-sharing liabilities in the ASC setting
as they are in the HOPD. Currently, a beneficiary’s cost-sharing liability is limited to the Part A
deductible for a service performed in the HOPD. There is no such protection in the ASC where
beneficiary coinsurance for the procedure itself may be less, but beneficiaries pay coinsurance
for each separate service. For example, beneficiaries who undergo a total hip arthroplasty (THA)
in an ASC would have higher cost-sharing than if that same procedure was performed in a
HOPD. In adding procedures to the ASC list, CMS should carefully consider that beneficiaries
should be protected from additional cost sharing liability. This is especially important, as over a
fourth of Medicare beneficiaries report fair or poor outlook on the amount they have to pay their
health insurance each month.!** This is further emphasized by reports that nearly half of U.S.
adults say it is difficult to afford health care costs, which ultimately can impede patient access
and health outcomes.'¥

PROVIDER-BASED ATTESTATION AND NPI REQUIREMENTS

CMS Should Implement Provider-Based Attestion and NPI Requirements in a Way that
Minimizes Operational Disruption and Downstream Impacts to Patient Care

Since 2002, hospitals and other Medicare providers have had to demonstrate their PBDs
compliance with Medicare’s provider-based rules but were not required to receive affirmative
CMS approval of those departments’ provider-based status prior to billing for services. Instead of
requiring formal confirmation, CMS offered a voluntary attestation process for PBDs to obtain a
determination from CMS that a PBD met the requirements of 42 CFR § 413.65.

Section 6225 of the Consolidated Appropriations Act, 2026 (CAA of 2026) changed this
voluntary process by creating two new requirements that off-campus PBDs must meet in order to
receive Medicare payment: 1) receive a PBD-specific National Provider Identifier (NPI) to be
used in billing Medicare, and 2) submit an initial provider-based attestation (PBA) demonstrating
compliance with all of the Medicare provider-based department rules (listed in 42 C.F.R. §
413.65) for each off-campus PBD. Congress deferred to CMS on details of the PBA and NPI
process, including determining the specific process for initial attestations as well as subsequent

133 See “AAMC Comments: CY 2020 OPPS Proposed Rule,” Sep. 27, 2019. Available at:
https://www.aamc.org/system/files/2019-09/ocomm-org-
FINALAAMCCY?20200PPSProposedRuleCommentLetter%209 26%20%282%29.pdf.

134 Source: KFF Survey of Consumer Experiences with Health Insurance (Feb. 21-Mar. 14, 2023)
135 KFF, Americans’ Challenges with Health Care Costs (April 2026)
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attestations. In the OPPS proposed rule, CMS addresses the NPI requirement, the process for
obtaining a PBA under the CAA of 2026, and how CMS will monitor and oversee compliance
with the PBA process and the provider-based regulations.

Through their vast ambulatory networks of PBDs, AAMC member academic health systems and
teaching hospitals expand access to care in their patients’ communities—communities that often
lack a physician office or ASC. Through these off-campus locations, health systems can provide
primary care, specialty care, cutting-edge imaging, and other key services that keep patients out
of the emergency department and the hospital. These off-campus departments enable patients to
receive their care in locations closer to home that are integrated with the main hospital. Oft-
campus departments may be located in regions where there are a limited number of physicians
available to treat patients. These off-campus departments are critical to enabling hospitals to
improve access to care, especially for some of the most medically complex patients.

Provider-based status brings with it many benefits, because it allows locations to operate as an
integral part of the hospital while expanding access to rural and underserved patients. Due to the
large, integrated nature of academic health systems, some of them have hundreds of off-campus
locations that would be subject to these new requirements. It is therefore imperative that as CMS
implements provisions of the CAA of 2026, it does so in a way that minimizes the administrative
burden on these providers while also preserving patient access to care. While we understand that
the fundamental requirements to receive a PBA and bill under a PBD-specific NPI are legislative
requirements, we are encouraged that in many key respects, CMS has recognized the
administrative burden inherent in the new PBA process and chosen to streamline the process. We
offer more comments below.

Definition of Off-Campus Provider-Based Department

CMS proposes to add a definition of “off-campus outpatient department of a provider” to the
provider-based regulations to ensure clarity and alignment between the definition used for the
new attestation process and the definition of off-campus for purposes of Section 603 of the
Bipartisan Budget Act of 2015, which implemented payment reductions for non-excepted off-
campus PBDs (p. 41981). The new definition would read, “a department of a provider that is not
located on the campus of the main provider (as defined in this section) or within 250 yards of a
remote location of a hospital (as defined in this section)” (p. 42030). This definition would
clarify that PBDs that are not on the main campus of the provider but within 250 yards of a
remote location of the provider would not be considered off-campus for purposes of requiring an
attestation and a separate NPI. We support CMS’ definition and urge CMS to finalize this
definition.

Many large, integrated health systems include remote inpatient locations, which are considered
other campuses of the hospital. These remote inpatient locations—and the provider-based
departments that are on these campuses—enable health systems to bring inpatient and outpatient
care to patients of the main hospital closer to where they live, thus allowing hospitals to expand
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access to patients where there are a limited number of physicians available to treat patients.
These off-campus locations are critical to enabling hospitals to improve access to care, especially
for some of the most medically complex patients.

CMS’ proposed definition would allow off-campus PBDs within 250 yards of remote locations
to continue to operate as provider-based without requiring a separate NPI and attestation, thus
minimizing disruption to operations and allowing for continuity of care. Importantly, this
definition would ensure alignment between Section 603, which exempts locations within 250
yards of a remote inpatient location from being subject to reduced payment rates, and the new
regulatory requirements under the CAA of 2026.

One additional topic on which CMS can provide additional clarity is related to how CMS
views PBDs in instances where multiple offices are located within one physical address or
building. In these situations, it is unclear whether CMS would consider the entire building to be
one PBD, which would submit one attestation under one NPI, or whether each clinic within the
building would submit separate attestations under individual NPIs. CMS has not specifically
addressed this question to date in the provider-based regulations, but it is increasingly relevant
now that individual NPIs are required for each PBD. We urge CMS to provide clarity on this
issue and to allow a hospital to provide one attestation for all offices within one physical
location.

Initial Attestation Application and Deadlines

As required by statute, CMS proposes to require an initial attestation between January 1, 2026,
and December 31, 2027, for services furnished before January 1, 2028. For off-campus PBDs
that begin furnishing services after January 1, 2028, initial attestations would have to be
submitted within the two years prior to when the billed services are furnished. CMS proposes
that a PBD would have met the initial attestation requirement if it submitted an attestation before
January 1, 2028, even if CMS has not yet made a final provider-based determination (p. 41982).
We support this flexibility and encourage CMS to finalize it, as it would allow hospitals
with pending applications for their PDBs to continue to maintain access for their patients
without disruption, while they await a final determination from CMS.

CMS is seeking comments on an initial mandatory attestation for PBDs that already received a
provider-based determination from CMS prior to January 1, 2026, presumably under the existing
voluntary attestation process (p. 41982). This attestation could take the form of a letter from an
authorized official affirming continued compliance with the regulations and providing evidence
of CMS’ previous determination. We urge CMS to minimize the additional documentation that
would be required from providers that have existing, approved voluntary attestations. Any
additional affirmation form should require minimal information and limited additional
documentation. CMS has access to its previous provider-based determinations, and therefore,
requiring additional documentation for PBDs that have already submitted documentation and
received approval would be duplicative and unnecessarily burdensome.



Administrator Oz
August 31, 2026
Page 52

Additionally, we recommend that CMS consider PBDs that submitted a provider-based
attestation under the voluntary process by the date of publication of the proposed rule to
have met the initial attestation requirement, provided that the PBD ultimately receives a
favorable CMS determination. Because CMS’ existing voluntary-based attestation process is
still codified in the regulations and is still the relevant process for receiving a provider-based
determination until the proposed changes are finalized, CMS should recognize the PBDs that
already submitted an attestation voluntarily.

CMS is developing a standardized attestation form that would be submitted through a centralized
electronic system, replacing the current Medicare Administrative Contractor (MAC)-specific
templates. A copy of the proposed version of the form is available on CMS’ website.!*¢ The
AAMC supports CMS’ efforts to standardize the form and the process for attestations, which
would streamline attestation submission for hospitals as well as the review process for MACs
and CMS. Having a consistent form reduces variability inherent in having MAC-specific
templates or attestation forms, and we urge CMS to finalize a standardized form.

In addition to streamlining the process, CMS notes that the initial determinations of provider-
based status could be made by either CMS or “its agents,” such as MACs (p. 41982). Under
existing regulations, providers submit attestations and forms to their MACs, which conduct
preliminary reviews and send their recommendations to CMS to make the initial determination.
CMS’ new proposed process would vest MACs with the authority to make initial determinations.
The idea behind providing MACs with this additional responsibility is to remove some of the
burden from CMS, thereby expediting the decision-making process. We acknowledge that CMS
and its contractors will receive an influx of provider-based attestations, so allowing MACs to
share in the review responsibilities can help streamline determination timelines. However, given
known issues with inconsistent MAC oversight and reviews in other contexts, it is critical that
CMS provide the appropriate guidance and monitoring of MACs to ensure consistent application
of the provider-based criteria. For example, an Office of Inspector General report cited unclear
CMS guidance, limited feedback, inadequate training, and staffing and workload issues as
reasons for discrepancies and inconsistencies in MAC performance related to cost report
oversight and reviews.'?” Without adequate guidance, training, education, and oversight of
MAC:s, the provider-based determination process could be affected by inconsistencies and
inaccuracies in the review process. While MACs and CMS have some prior experience with the
provider-based attestation process, it has been a voluntary process, resulting in a far smaller
number of attestations that MACs have had to process. Therefore, we recommend that CMS
ensure MACs have the appropriate resources and guidance to conduct these activities
appropriately.

136 https://www.cms.gov/files/document/proposed-section-6225-attestation-format.pdf
137 OIG. Medicare Administrative Contractors Did Not Consistently Meet Medicare Cost Report Oversight
Requirements. March 18, 2025. Report number: A-04-22-06264.



https://oig.hhs.gov/reports/all/2025/medicare-administrative-contractors-did-not-consistently-meet-medicare-cost-report-oversight-requirements/
https://oig.hhs.gov/reports/all/2025/medicare-administrative-contractors-did-not-consistently-meet-medicare-cost-report-oversight-requirements/

Administrator Oz
August 31, 2026
Page 53

Subsequent Attestations

The CAA of 2026 requires CMS to set a timeline for a subsequent attestation but does not
prescribe the timeframe of the subsequent attestation, leaving that decision to CMS. Specifically,
it states that after an initial attestation, a provider should “submit[]a subsequent attestation within
the timeframe specified by the Secretary.” In the rule, CMS proposes that a provider would have
to submit “subsequent attestation(s) within a period not to exceed 5 years thereafter” (p. 41982).
CMS states that it will provide more detail on the subsequent attestation process in the 2028
rulemaking cycle. We urge CMS to clarify that only one—not multiple—subsequent
attestations will be required for each PBD, as required by the statute. The language CMS
uses in the rule leaves open the possibility for multiple subsequent attestations, which we believe
would be inconsistent with the statutory language.

Regarding the timeframe of the subsequent attestation, CMS should review the initial round of
attestations that will take place by January 1, 2028, as well as the subsequent verification and
oversight activities, and determine needed improvements and revisions to the attestation form
and process. CMS should consult with stakeholders, including hospitals and MACs, to determine
whether adjustments are needed, and if so, the agency should provide a longer timeframe for the
subsequent attestation during which the agency can address areas for improvement.

Documentation Submission

CMS proposes to require that hospitals submit an attestation using the standardized CMS form
signed and dated by an authorized official of the main provider as identified in the Provider
Enrollment, Chain, and Ownership System (PECOS). The attestation would be required to
identify both the main provider and each off-campus outpatient department of the provider for
which provider-based status is sought, including the applicable NPIs, provider numbers,
addresses, and the date on which provider-based conditions were met or the date the department
was acquired (p. 41983). Hospitals would be required to maintain additional documentation
establishing that their off-campus PBDs meet the regulations related to location, licensure,
clinical services integration, financial integration, public awareness, ownership and control, and
other hospital outpatient department obligations (such as EMTALA, site of service billing
requirements, and providing written notice to beneficiaries of their potential financial liability for
outpatient services). CMS suggests that not all documentation would be required at the time of
initial attestation but could be requested by CMS or the MAC at any time if an attestation is
identified for additional documentation review.

The AAMC is pleased that CMS has expressed its commitment to minimizing burden while
ensuring robust oversight. Minimizing unnecessary initial documentation requirements will be
critical to reducing burden and prioritizing provider resources. Therefore, we encourage CMS
to finalize a process that would minimize the amount of documentation that must be
submitted with the initial attestations. CMS should also consider further streamlining the
process by allowing for batch submissions of documentation related to multiple PBDs of
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the same hospital, particularly when these PBDs are located in the same building or are
nearby to one another.

Monitoring and Review Process

CMS proposes a layered, risk-based approach to verification and oversight that would be
designed to promote efficiency, given the expected increase in the volume of attestations (p.
41984). The review process would consist of an initial review process, targeted review, and
extended review. CMS and its contractors would be involved in all three stages of this review
process. CMS expects to outline the criteria and methodologies for selecting attestations for
extended review through operational guidance and would focus on providers and departments
that present the highest risk of non-compliance with the provider-based requirements. As CMS
develops a monitoring and oversight process, it is imperative that CMS be transparent and
provide clear guidelines on how it will target attestations for further review, such as for extended
review. Additionally, as we note above regarding the initial determinations, CMS must
incorporate education and training for its program integrity contractors. CMS should also
consider prioritizing substantive violations of the provider-based requirements and should clarify
that minor, clerical errors, such as errors in transcribing a street address or name, should not be
targeted for investigation.

NPI Requirements

CMS does not address the NPI requirement at length in the rule, other than to restate the
statutory requirement that each PBD obtain an NPI and to note the PBD must update PECOS
once it has acquired an independent NPI (p. 41983). We realize that the statutory language
explicitly requires each off-campus PBD to obtain and bill under a separate NPI and thus CMS
has limited authority to provide an exception to that requirement. However, we call on CMS to
work with stakeholders to better understand the implications of the NPI requirement on
hospitals’ billing and other systems, and to take steps to minimize the administrative burden this
would place on hospitals.

Although obtaining an NPI is relatively straightforward, requiring separate NPIs would have
consequences for hospitals beyond just Medicare billing. There is a series of steps that hospitals
would need to take after obtaining the NPI that are complicated and burdensome. Once a hospital
obtains an NPI for a PBD, it must update the PECOS Medicare enrollment information, update
its electronic health record (EHR) registration and billing systems, make changes to its revenue
cycle processes and software, update its electronic remittance and payment systems, pharmacy
payer agreements and pharmacy networks, and update other systems and processes. While the
new NPI requirement is limited to Medicare, it could result in confusion if providers bill
Medicare using one NPI but bill other payers using the main hospital NPI. Ultimately, this could
result in hospitals having to update their payer contracts to use separate NPIs for non-Medicare
payers. Furthermore, the distinct NPI requirement could lead to issues with the coordination of
benefits (COB) process when a Medicare beneficiary has another source of coverage. In such a
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situation, Medicare and another payer attempt to resolve primary payer responsibility through the
COB process but that process could be affected if Medicare has one NPI on file for a PBD while
the other payer still has the main hospital NPI. These are just some examples of the additional
updates that hospitals will need to make, as well as areas where the new NPI requirement could
introduce operational complexity.

We realize that NPIs are a product of the HIPAA statute and administration simplification
regulations. Therefore, they are not solely a Medicare requirement and could have implications
far beyond Medicare. To that end, CMS should identify ways that within its purview it can
mitigate the unintended impact and potential administrative burden related to the NPI
requirement.

SOFTWARE AS A MEDICAL SERVICE (SAMYS)

Clarify the SaMS Definition in Comparison with FDA’s Definition

In response to the rapid development of software-based technologies, including those leveraging
artificial intelligence (AI), CMS is proposing several payment related changes in the outpatient
setting. Specifically, CMS included three new proposals to clarify the name of these new
technologies, implement a temporary payment policy while the agency develops a more
permanent solution, and issue changes to the use of status indicators for these products. The
AAMC is pleased to see CMS embrace the introduction of these technologies and thanks the
agency for seeking to implement a temporary payment policy, which encourages clinicians to
adopt these innovations. While the AAMC is generally supportive of these changes, there are
some additional considerations the agency should consider when developing a permanent policy
detailed below.

First, CMS is proposing to change the agency’s terminology for these new software-based
technologies from Software as a Service (SaaS) to Software as a Medical Service (SaMS) to
refer to software-based technologies that support clinical decision making with algorithmic
analysis, including those that provide clinical or diagnostic functionality. The agency notes it is
doing this to avoid confusion with the SaaS terminology that is commonplace for general cloud-
based computing service models used outside of health care (p. 41918). The AAMC agrees with
this approach to modify the terminology to be better suited for the health care context to avoid
confusion on what technology CMS is referring to when developing payment policies. However,
it is important to note that between agencies there may still be confusion due to differing
language. For example, the FDA uses the term Software as a Medical Device (SaMD) to define
software that qualifies as a device and is intended to be used for one or more medical purposes
that perform these purposes without being part of a hardware medical device.'*® While FDA and
CMS use these terms for different purposes, it is important to note that even CMS acknowledges
some of these SaMS technologies leverage software functions that are used in FDA-regulated

138 https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-frequently-asked-questions-
faqs
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medical devices (p. 41918). Due to this overlap, should CMS move forward with adopting SaMS
to refer to software-based technologies the agency should also clarify how this terminology is
similar or different from other terminology used by health-related agencies and stakeholders.
This will assist stakeholders in identifying how this technology fits into CMS’ payment
framework. Identifying overlapping definitions and clarifying exactly what falls into CMS’
definition will help to create timely access to new and novel technologies.

Maintain a Temporary Payment Solution Until a Permanent Payment Policy is Implemented

Second, CMS is proposing to reassign 36 HCPCS codes for SaMS services, which are currently
separately payable, to new technology APC assignments for CY 2027 as a temporary transitional
policy (p. 41919). The AAMC is supportive of CMS providing a transitional policy while the
agency works to develop a more comprehensive, permanent policy. The AAMC asks that CMS
ensure this policy remains in place until a comprehensive policy is implemented to ensure
there is no gap in sufficient reimbursement that may hinder patients’ access to these
services and technologies. The AAMC further thanks CMS for taking its time to develop a
more permanent policy, rather than rushing to implement one without first conducting its
due diligence. SaMS is a rapidly expanding area and it is important for CMS to allow adequate
time to evaluate how these technologies are being adopted and utilized. Analyzing the data
provided from the temporary payment policy may provide the agency with the information it
needs to establish a more permanent policy that takes costs into account.

Further, as CMS looks to develop a permanent payment policy for SaMS, the agency must be
cognizant of hidden costs associated with these technologies. These technologies operate
differently than traditional hardware-based technologies in the sense their maintenance is done
through managing software code rather than tangible materials. As technology rapidly evolves,
so will the need to continuously update these technologies so they do not become obsolete.
Additionally, there are additional costs associated with the need to increase cybersecurity
measures, integrate with existing electronic health records (EHR) and other systems, and monitor
for coding changes or failures. CMS should work with stakeholders to identify and quantify what
the costs associated with these technologies and their maintenance are in order to accurately
establish sufficient reimbursement and ensure beneficiary access.

Lastly, CMS is proposing to assign a new status indicator “O1” (SaMS, paid under OPPS;
separate APC payment) to SaMS that are assigned to new technology APCs. CMS further asks if
it should consider using a new status indicator similar to status indicator “T,” which is used for a
procedure or service subject to multiple procedure discounting (p. 41919). The AAMC does not
believe that status indicator “T” would be best suited for SaMS. As software technologies
evolve so do the costs and methods to purchase them. The companies offering these technologies
have adopted new methods such as subscription-based pricing and consumption-based token
pricing, specifically in technologies that leverage Al. Subscription-based pricing models charge
customers, in this case providers, a recurring fee, usually monthly or annually, to access. The
cost of such subscriptions may be a flat rate, per-user rate, usage based, or tiered pricing. This
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variation in pricing models does not guarantee that the cost per use will be discounted as a “T”
status indicator would suggest. Further, companies may choose to increase prices over time,
which CMS should account for in a permanent payment policy. In Al-based technologies, billing
may be done by token, which is a technical term for the basic unit that large language models use
to read and generate text. As use of Al increases, so does the demand for more tokens, which
prove to be a significant cost to providers.'** The use of these tokens also does not necessarily
equate to a reduced cost per use. As CMS develops payment policy it should account for these
differences in methods to acquire SaMS technology, which may have not been previously
applicable for other services or technologies used in the healthcare setting.

NON-OPIOID TREATMENTS FOR PAIN RELIEF

Continue to Provide Additional Payments for Non-Opioid Treatments for Pain Relief Beyond
CY 2027

In the CY 2025 OPPS final rule, CMS finalized a policy to codify separate payments for non-
opioid treatment for pain relief under OPPS and ASC payment systems for at least three years,
through the end of CY 2027, to align with requirements in the CAA of 2023.'*° Both drugs and
devices can be eligible if they meet the criteria outlined in statute to qualify. For CY 2027, CMS
proposes to continue its current methodology without significant change (p. 41949). However,
CMS does not speak to the fact that the requirements of the CAA of 2023 end with this
upcoming calendar year, meaning in future years CMS could propose to re-package these non-
opioid treatments for pain relief under OPPS and ASC payment systems.

The AAMC supports CMS’ policy to unpackage and pay separately for non-opioid
treatments for pain relief and urges the agency to continue the policy in future years to
continue encouraging the uptake of these treatments. As shown by the increasing number of
treatments approved for eligibility for separate payment, these payment policies work to
incentivize innovation and use of non-opioid treatment options. This policy has allowed for
increased access to non-opioid treatment options by ensuring sufficient reimbursement for these
products, giving providers and beneficiaries an alternative to highly addictive medications and
improving patient safety. To treat chronic pain, adults may turn to opioid treatments to manage
their condition, which when used for longer periods of time may present a greater risk for
developing opioid use disorder (OUD). While there are certain indicators that a patient may be at
greater risk for OUD, developing a dependence on opioids is not exclusive to a single
population and increasing access to non-opioid treatment options can aid in reducing the risk of
opioid-related deaths or OUD.

AAMC member academic health systems and teaching hospitals lead and have embraced opioid-
free pain management programs that include non-drug pain management techniques such as
acupuncture, mindful breathing, auriculotherapy, among other services to provide relief for

139 Becker’s Health IT, The hidden cost of Al tokens (August 2026)
14089 FR 93912
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patients without reliance on potentially addicting medications.!*! Further, a survey from the
OEDA found that 36 percent of Medicare beneficiaries that reported chronic pain also use at
least one non-medication pain management technique.'*> As providers adopt additional non-
opioid treatment options for pain relief, CMS should evaluate these services and treatments for
coverage and ensure adequate reimbursement to enable access.

Lastly, we would be remiss to not mention access to mental health services and substance use
disorder (SUD) treatment when discussing the use of opioids and options to improve access to
non-opioid treatment options for pain relief. In a recently published study from the journal PAIN,
43.2 percent of adults sampled with chronic pain reported also having a mental health need,
while only 17.4 percent of individuals sampled without pain reported a mental health need.!*
Individuals with mental health needs may be at risk of developing co-occurring disorders,
otherwise referred to as dual diagnosis, which includes the coexistence of both a mental health
disorder and a substance use disorder (SUD).!** To address pain, mental health needs, and SUD
policies beyond access to non-opioid treatment options are needed. The AAMC has long
supported efforts to increase access to behavioral and mental health services, specifically
supporting expanding and extending the behavioral health workforce, promoting the use of
integrated behavioral health models, and ensuring access to behavioral health care.'*> We urge
the agency to continue to promote policy options that address beneficiaries needs and increase
access to mental and behavioral health services, including SUD treatment.

EMTALA AND ACCREDITING ORGANIZATIONS

CMS Should Ensure a Sufficient Transition Period and Adequate Training for Accrediting
Organizations on Proposed EMTALA Changes

CMS proposes to change the current approach to monitoring compliance with the Emergency
Medical Treatment & Labor Act (EMTALA) administrative requirements by requiring
accrediting organizations (AOs) to review hospital compliance as part of their existing
accreditation framework (p. 41974). This would be a change from the current practice, which is
that state survey agencies assess compliance with both administrative and substantive EMTALA
requirements, typically in response to a complaint survey being filed against the hospital.
EMTALA’s administrative requirements include posting EMTALA signage, maintaining a central
log of individuals who present to the emergency department, retaining transfer records for five

141 https://www.upmc.com/services/center-for-perioperative-care/resources/opioid-free-surgical-pain-management-
program

142 Chronic Pain in the Medicare Population Survey. Office of Enterprise Data and Analytics (OEDA) of the Centers
for Medicare & Medicaid Services (CMS). June 2020. https://www.norc.org/content/dam/norc-
org/pdfs/2018MCBSCPQInfographic.pdf

143 De La Rosa, Jennifer S.a,b,*; Brady, Benjamin R.a,c; Herder, Katherine E.a,d; Wallace, Jessica S.a,b; Ibrahim,
Mohab M.a,e; Allen, Alicia M.a,b; Meyerson, Beth E.a,b; Suhr, Kyle A.a,f; Vanderah, Todd W.a,g. The unmet
mental health needs of U.S. adults living with chronic pain. PAIN ():10.1097/j.pain.0000000000003340, July 2024.
144 https://www.samhsa.gov/substance-use/treatment/co-occurring-disorders

145 AAMC. Focusing on Mental and Behavioral Health Care.
https://www.aamc.org/media/61651/download?attachment
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years, and maintaining an on-call physician list. These requirements are distinct from the
substantive requirements related to appropriate screenings, stabilization, and accepting transfers.

The AAMC supports CMS’ underlying goals of ensuring providers are adhering to the critical
patient safety and access protections put in place by EMTALA. Requiring AOs to incorporate
review of EMTALA administrative requirements during the survey process would be a logical
step to streamline the process of ensuring compliance with EMTALA. AOs serve a critical role in
overseeing health systems and hospitals, ensuring they comply with federal safety and quality
requirements, which is vital to maintaining the highest standard of care for their patients. We
urge, however, that during this process, CMS provide sufficient, standardized guidance and
oversight of accrediting organizations to ensure consistency in the AOs’ review of the
EMTALA administrative requirements. This will ensure that there are no anomalies resulting
from different standards being applied either across different AOs or even within an AO from
region to region or surveyor to surveyor.

Additionally, CMS should provide a transition period of at least a full calendar year (that
is, until CY 2028), before this requirement takes effect. This period would allow AOs and
providers to prepare for these changes.

Finally, we ask that CMS provide clarification about the sections of the EMTALA regulations to
which the new requirements apply. In the rule, CMS states that the changes apply only to the
EMTALA administrative requirements and references sections 42 CFR 489.20(1), (m), (q), and
(r) as covering the EMTALA administrative requirements. Section 489.20(1) mandates that
Medicare-participating hospitals comply with the anti-dumping provisions and cross-references
to section 489.24 (the substantive EMTALA provisions). Section 489.20(m) requires a hospital to
submit a report to CMS or a state survey agency when it believes it received a transfer patient in
an unstable emergency medical condition, in violation of the EMTALA substantive requirements.
We request that CMS clarify that the scope of the proposal would be limited to the
provisions at 42 CFR 489.20 (q) and (r), which are the administrative requirements
mentioned above.

HOSPITAL PRICE TRANSPARENCY REQUEST FOR INFORMATION

CMS Should Ensure Price Transparency Information is Accessible and Meaningful to
Patients, While Minimizing Unnecessary Burden on Providers

CMS includes a RFI on strengthening the standardization and comparability of hospital price
transparency (HPT) data. CMS seeks comments on standardizing the machine-readable file
(MRF), potentially revising the consumer-friendly display of 300 shoppable services, and
improving standardization of data reported across hospitals in the MRFs. The AAMC supports
the goal of increasing health care price transparency and strongly believes patients should have
the information that they need to make informed decisions about their health care. We support
patient access to consumer-friendly and personalized out-of-pocket cost estimates for shoppable
services. Hospitals and health systems have invested considerable time and resources to comply
with the HPT regulations and the No Surprises Act. Many hospitals and health systems have
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embraced new technologies that enable patients to obtain tailored out-of-pocket cost estimates
through online tools that can be very effective and are preferred over spreadsheets.!*® As CMS
considers whether to change the HPT requirements, we urge the agency to evaluate
whether these changes are furthering the goal of providing consumers with meaningful
information to understand the price of health care services.

As the AAMC has noted in previous comments, while we are strongly in favor of providing
meaningful, accurate, and up-to-date information to patients, we have concerns with the
administration’s current approach to price transparency, including the number and frequency of
changes to the HPT regulations that necessitate changes by hospitals and consumers of the
data.'*” We believe that these price transparency policies are overly burdensome and costly for
health systems and hospitals, do not enable patients to understand what they will actually pay for
a healthcare service, and could result in confusion for patients due to the multiple, overlapping
price transparency policies that apply to different stakeholders, as noted below.

Hospitals, health systems, and insurers are subject to several different price transparency
policies, including the HPT rules, the No Surprises Act Good Faith Estimate requirement, the No
Surprises Act Advanced Explanation of Benefits, and the Transparency in Coverage rules, which
apply to health insurers and group health plans. Given the number of related and potentially
duplicative requirements, it is imperative that CMS develop a cohesive and streamlined approach
to price transparency across these initiatives. Given the regulatory burden resulting from these
multiple different price transparency rules, the AAMC urges the administration, in accordance
with the President’s Executive Order 14192, to review and streamline the existing price
transparency policies, rather than continuing to add requirements as CMS suggests in the RFI.

CMS Should Give Hospitals Time to Operationalize the Recent and Significant Adjustments
Already Made to The Hospital Transparency Rule Before Adding New Requirements

Since the original implementation of the 2021 HPT rules, CMS has made numerous changes to
the requirements that have required rapid system changes and investments both on the part of
hospitals reporting these data as well as consumers and vendors striving to understand and
analyze the data. These changes in recent years have included:

e (Y 2022 OPPS Final Rule - An increase in penalties for noncompliance, in addition to
changes to the MRF requiring the ability to perform automated searches and direct
downloads.'*®

e CY 2024 OPPS Final Rule - A significant overhaul of HPT requirements, which took
effect January 1, 2024, July 1, 2024, and January 1, 2025. These changes included

146 In October 2024, the AHA partnered with NORC at the University of Chicago to conduct a series of focus groups
to understand the real-life experiences and needs of patients when using the hospitals’ web-based cost estimator
tools compared to shoppable services files. Fact Sheet: Price Estimator Tools | AHA

147 See, e.g., AAMC Comment Letter on CY 2026 OPPS Proposed Rule. September 15, 2025.

148 CMS CY 2022 OPPS Final Rule. 86 Fed. Reg. 63458 (November 16, 2021)
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revisions to the MRF format to include requiring a template and data dictionary, new data
elements (including calculation and display of the “estimated allowed amount”), and a
required affirmation statement.'*

e CY 2026 OPPS Final Rule — CMS implemented multiple changes to the MRF
requirements, including replacement of the “estimated allowed amount” with the tenth,
median and ninetieth percentile allowed amounts in MRFs when payer-specific
negotiated charges are based on algorithms. In addition, CMS finalized a new attestation
statement requiring hospitals to include more detailed algorithmic data.'>

e Hospital Price Transparency: Guidance on Encoding Outlier Contracting Clauses in a
Hospital’s Machine-Readable File (June 26, 2026) — significant update addressing some
of the issues raised in the OPPS HPT RFI.!5!

The amount and complexity of data that hospitals are currently required to provide has resulted
in MRFs that are so large that it is extremely difficult for the intended users—Iet alone patients—
to parse through the data to interpret it or to translate it into consumer-friendly tools. CMS itself
has acknowledged that MRFs are not intended for direct patient use as they are not consumer
friendly. Specifically, in the CY2024 OPPS final rule, CMS stated: “The MRF format is
designed to be used by machines for further processing of the data and is not tailored for direct
use by individual patients. In short, MRF formats are not consumer friendly.”!>?

Even if CMS’ intended purpose of the MRF is for it to be used by researchers and employers to
glean information that can then be converted into data that is accessible and meaningful to
patients, this premise is fundamentally flawed. To provide context, many AAMC member
hospitals have contracts with over 100 different plans, often with multiple negotiated rates
depending on the type of health plan (e.g. Medicare Advantage, HMOs, individual preferred
provider organizations (PPO), self-insured plans), and therefore are required to include tens of
thousands of negotiated rates in the MRF. Therefore, the data can never truly be standardized or
used in the way that CMS envisions because each hospital is different and each payer contract
with each hospital may be different. Secondly, payers own the algorithms and the contracts are a
representation of those, but they do not provide the full context around actual prices. Therefore,
no matter how much contractual information is included in the files, the MRF will not allow for
the type of uses CMS envisions. Finally, it appears CMS’ goal is for the algorithm to be
described with enough detail so that the user can calculate a reasonable dollar amount. However,
if that is true, then CMS has already solved that issue by requiring hospitals to use the remittance
data (data that has gone through the more accurate payer software) to calculate the median, 10",
and 90" percentile allowed amounts. Thus, there is no reason to make the MRFs even more
complex.

1499 CMS CY 2024 OPPS Final Rule with Comment Period. 88 Fed. Reg. 81540 (November 22, 2023).

130 CMS CY 2026 OPPS Final Rule with Comment Period. 90 Fed. Reg. 53488 (November 25, 2025).

151 Hospital Price Transparency: Guidance on Encoding Outlier Contracting Clauses in a Hospital’s Machine-
Readable File

152 CY 2024 OPPS Final Rule with Comment Period. 88 FR 81540, §2081.
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In the RFI, CMS seeks comments on other potential changes to the MRF, such as improving
transparency of contract terms for outlier payments, stop-loss clauses, rate-tiering, carve outs or
other adjustments. We urge CMS not to make these changes. Due to the recently finalized
requirement that hospitals encode the 10" percentile, median, and 90" percentile allowed
amounts using electronic remittance advice, these adjustments made to payments would already
be reflected in these reported amounts. The allowed amounts, which are reported using historical
adjudicated claims, run through the payer’s software that takes into account all the algorithmic
details, would accurately incorporate these data on payments that included an outlier or other
adjustment. Additionally, as noted above, CMS issued guidance in June on encoding outlier
contract clauses in the MRF. CMS should evaluate the impact of this guidance before issuing
new guidance or rules.

Layering additional changes to the MRF on top of other recent changes would be disruptive to
hospitals and are unnecessary in achieving CMS’ aspirational goals of including standardized,
payer-specific data in the MRFs. As noted above, there are multiple obstacles, most outside the
control of the hospital, that make providing the type of data CMS envisions including in the
MREF unfeasible. These frequent changes end up undermining the ultimate goal of providing
meaningful, reliable information on hospital prices. The AAMC therefore recommends that
CMS take time to assess the impact of CMS’ recently implemented requirements and
guidance before revising the requirements again so soon. If CMS decides to propose any
changes in future rulemaking, we recommend that CMS provide hospitals with adequate time to
implement them by extending implementation timelines or delaying enforcement.

CMS Should Preserve the Ability of Hospitals to Deem Compliance Using a Price Estimator
Tool

In addition to seeking feedback on the MRF, CMS requests input on the consumer-friendly
display requirement of the HPT rule. Hospitals are currently required to display prices for 300
items and services, 70 of which are specified by CMS. Under CMS’ regulations, hospitals can
satisfy this requirement by either publishing a shoppable services file or using an online price
estimator tool. CMS solicits feedback both on the number of shoppable services and whether the
price estimator tool should be considered sufficient to meet the consumer-friendly display
requirement. For reasons described in more detail below, the AAMC strongly urges CMS to
maintain the deemed compliance nature of the price estimator tool as satisfying the
consumer-friendly display requirement.

The Public Health Service Act, as currently written, gives CMS the authority to require
disclosure of “standard charges.”!> In the 2020 rule, CMS recognized that “standard charges” as
developed and displayed by hospitals and payers are population-based, not individualized.'>*
Therefore, simply taking that information and presenting it in a more user-friendly way would

153 Public Health Service Act, Section 2718(e).
154 CY 2020 OPPS Final Rule. 84 FR 65524, 65559 (Nov. 27, 2019).
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not end up being particularly useful for individual patients, as any flat-file display would end up
showing information applicable to the population of patients, not the individual. As CMS noted
in its final rule for CY 2020, “hospitals do not offer all consumers a single ‘standard charge’ for
the items and services they furnish. Rather, the ‘standard charge’ for an item or service
(including service packages) varies depending on the circumstances particular to the
consumer.”'>> CMS went on to “agree that a consumer-friendly online display of shoppable
services that would return an immediate out-of-pocket price estimates is preferable to a flat file
of standard charges posted online.”!*¢

CMS recognized that some hospitals were already making good use of consumer-friendly price
estimator tools that provide real-time, personalized and individualized estimates—information
that is more meaningful and relevant than population-based “standard charges” that would be
provided in a flat file. CMS stressed the usefulness of these tools and encouraged other hospitals
to consider adopting them: “We note that many hospitals and hospital price estimator tools are
already making this information available and suggest that hospitals unfamiliar with such efforts
look to such tools and displays for suggestions on how to display such information in a
consumer-friendly manner.”!>” It was in recognition of the usefulness of these price estimator
tools that CMS finalized a policy to deem a hospital using these tools compliant with the
consumer friendly requirement. CMS further reiterated the usefulness of price estimator tools in
the CY 2024 OPPS final rule, stating that “we strongly encourage individual consumers to avail
themselves of hospital and payer price estimator and comparison tools, and to seek out ‘good
faith estimates’ from hospitals...”!>®

Price estimator tools provide relevant, timely, and specific information to patients that are
unavailable in either the MRF or a shoppable services file. Ultimately, the most important
and useful information for patients is knowing their financial obligation or out-of-pocket costs
for the services they receive, which will be based on a personalized combination of standard
charges as well as their insurance coverage. The resulting out-of-pocket costs depend on the
individual’s plan-specific cost-sharing requirements such as their deductible and co-pay
amounts. Where patients are in reaching their deductible and total out-of-pocket spending
amounts will impact their payment amount. Price estimator tools are able to leverage application
programming interfaces (APIs) to pull information from multiple sources, including the payer, to
provide patient specific information specific to the patient’s deductible at a specific point in time.
CMS continues to encourage the use of APIs to facilitate information sharing in other contexts,
such as in its proposed finalized interoperability standards and prior authorization rule.'*® In that
rule, CMS required impacted payers to use interoperability APIs to streamline prior authorization
processes, patient access to prior authorization decisions, and interoperability across payers.

155 84 FR 65524, 65537.

156 84 FR 65524, 65577.

157 84 FR 65524, 65566.

158 CY 2024 OPPS Final Rule. 88 FR 81540, 82081 (Nov. 22, 2023).

1592026 CMS Interoperability Standards and Prior Authorization for Drugs Proposed Rule. 91 Fed. Reg. 19890
(April 14, 2026).
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In the context of price transparency, instead of reverting to flat files that are of minimal
usefulness to the patient, CMS should continue to support the use of interactive, real-time
price estimator tools that leverage APIs to provide meaningful information to patients.

SEPARATE IPPS PAYMENT FOR PPE AND ESSENTIAL MEDICINES

Expand the Scope of Products Eligible for Add-on Payments and Ease Hospital Reporting
Burden but do not Implement the Policy in a Budget Neutral Manner

In the CY 2023 OPPS final rule, CMS established payment adjustments under the OPPS and
IPPS for hospitals that purchase domestically produced NIOSH-approved and FDA-certified
surgical N95 respirators. These adjustments are intended to cover the marginal costs associated
with higher acquisition costs of domestically produced surgical N95 respirators. The adjustments
are non-budget neutral in the IPPS and budget neutral in the OPPS. To qualify for a payment
adjustment under CMS’ current policy, a hospital must provide a written statement from the
manufacturer of the surgical N95 respirator, certifying that it is domestically produced, and must
report additional cost information on the Medicare cost report. This supplemental cost report
information is then used to calculate the payment adjustment at the hospital level.

CMS has subsequently explored how to expand this policy to other types of PPE and to essential
medicines. In January 2026, CMS issued an advance notice of proposed rulemaking (ANPRM)
requesting public comments on potential policy options, including a publicly reported
designation that would be given to hospitals that demonstrate a commitment to purchasing
domestically produced PPE and essential medicines.'®® CMS also requested feedback on a
payment adjustment that would recognize the additional costs the hospitals receiving the
designation incur when purchasing such products and the development of a structural quality
measure for the Hospital Inpatient Quality Reporting (IQR) Program that would measure
hospitals attesting to meeting minimum percentages for procuring domestically produced PPE
and essential medicines.

In the proposed rule, CMS seeks comments on policies to incentivize domestic procurement of
PPE and essential medicines based on feedback it received in response to the ANRPM. CMS
notes that in response to comments received, it has decided not to adopt a designation and a
structural quality measure. We applaud CMS for these decisions—in the AAMC’s comments on
the ANPRM, the association cautioned against the use of a designation, because of its potential
to be misinterpreted by the public and because it would preclude hospitals that are unable to meet
percentage thresholds from receiving payment adjustments for their costs.!®! The AAMC had
also opposed the adoption of a structural quality measure because structural measures are a poor

160 Medicare Program; Ensuring Safety Through Domestic Security with Made in America Personal Protective
Equipment (PPE) and Essential Medicine Procurement by Medicare Participating Hospitals,” 91 FR 3851 (January
29, 2026)

161 AAMC Comments on ANPRM. March 26, 2026.
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proxy for quality of care and are unlikely to be an effective tool in addressing supply chain
resiliency. We are encouraged that CMS has moved away from these policy options and is
focusing on other ways to incentivize domestic production of PPE and essential medicines.
Specifically, CMS seeks comments on:

e Expanding the scope of domestically produced PPE that would receive a Medicare
payment adjustment

e Defining domestically produced essential medicines and providing payment adjustments
to hospitals for using these essential medicines

e Calculating the cost differential between domestic and non-domestic PPE and essential
medicines

e A manufacturer attestation of products’ domestic origin

e Potential payment adjustment approaches under the IPPS

The AAMC appreciates the agency identifying ways to increase the purchase of domestically
produced PPE and essential medicines in a way that would also reduce burden on hospitals while
ensuring patient safety and access. We provide additional comments on these topics below.

Payment Adjustment Eligibility

CMS recognizes the difficulties associated with its current policy that hospitals rely on a written
attestation from the manufacturer that a certain NIOSH-approved surgical N95 respirator is
domestically produced. Among the areas for feedback, CMS asks whether having a public file
with a list of eligible products that is compiled using voluntarily submitted attestations from
manufacturers could help in identifying eligible PPE and essential medicines. We believe such
an approach would be preferable to putting the onus on the purchaser of the PPE or essential
medicine to receive an attestation or certification from the manufacturer. The AAMC encourages
CMS to work with the relevant government agency, such as NIOSH in the case of respirators and
other PPE and the FDA for essential medicines, to create a publicly available list of domestically
produced eligible respirators. This approach would remove from the hospital the burden of
determining whether an N95 respirator is domestically produced and allow it to cross-reference
the list prior to making decisions on which products to purchase. Furthermore, removing the
requirement to obtain a written statement from the manufacturer would streamline the process of
purchasing eligible respirators and could encourage uptake of the payment adjustment.

Types of N95 Respirators and Other PPE

CMS’ current payment adjustment applies specifically to NIOSH-approved domestically
produced surgical N95 respirators—that is, those respirators that also have the added protection
that surgical masks provide from fluid penetration and are appropriate for use in settings such as
the intensive care unit, emergency department, or the operating room. CMS is evaluating
whether to expand the payment adjustment to all domestic NIOSH-approved filtering facepiece
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respirators (FFRs), domestically produced gowns, and domestically produced nitrile gloves.
CMS does not consider inclusion of other PPE, such as face shields, protective eyewear, surgical
masks, and head and foot coverings. The AAMC supports the expansion of the payment
adjustment to cover all NIOSH-approved FFRs, as well as other categories of PPE, and urges
CMS to modify the payment adjustment accordingly. As was evident during the COVID-19
PHE, in times of supply shortages and dire need, hospitals turned to whichever respirators were
more easily available to them, including non-surgical N95 respirators. This is particularly
relevant in settings where the added protection of a surgical N95 is not as necessary, such as in
non-surgical settings. To the extent that hospitals are purchasing these non-surgical N95
respirators and other FFRs, expanding the payment adjustment would encourage purchase of
more domestically produced respirators. Hospitals should be reimbursed for the additional cost
that they are incurring by purchasing domestically made products.

Budget Neutrality and Maximum Annual Amount of Aggregate Payments

We are encouraged that CMS realizes these additional payments under the IPPS should be made
in a non-budget neutral manner. CMS’ discussion of a potential payment adjustment is limited to
the IPPS context. We also urge the agency to continue to explore payment adjustments that
would be made in the OPPS to pay for the costs associated for PPE and essential medicines in
the outpatient settings. If CMS were to expand these payments to the OPPS, we urge CMS to
find an alternative authority for subsidizing the purchase of domestically made products that
does not require an offsetting reduction in OPPS payments. As CMS looks to expand the scope
of the adjustments, the budgetary impact and corresponding offsets will increase, so it is
imperative that payment for hospitals for other OPPS services not be decreased through a budget
neutrality adjustment.

Additionally, CMS considers capping the aggregate amount of IPPS payment adjustments made
at a certain amount, such as $500 million or $1 billion. Under this approach, CMS would
determine a national aggregate cap, as well as individual hospital allocations. Hospitals that
receive reimbursement in excess of their individual allocations would be subject to reconciliation
during cost report settlement. We oppose arbitrarily set caps on these payment adjustments,
which we believe would disincentivize the purchase of domestically produced PPE if hospitals
are not being fully reimbursed for the extra costs they incur. This type of cap could also end up
disproportionately impacting the health systems that are more likely to purchase PPE in large
volumes, thus running counter to the goal of incentivizing domestic production. If CMS’ concern
is the amount of spending that would be attributable to these payment adjustments, CMS should
instead monitor aggregate payments in the initial years of this policy and then use these data to
determine necessary revisions to its payment adjustment policy.

Payment Adjustment Methodology

Under CMS’ current approach for calculating the payment adjustment, it provides biweekly
interim payments based on the estimated unit cost differential between domestic and non-
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domestic surgical N95 respirators. After a hospital submits supplemental cost report information
for the year in question related to the costs of purchasing domestic N95 respirators, CMS will
settle payments for each hospital at cost report reconciliation. This approach requires hospitals to
report detailed information on a supplemental cost report form related to the quantity and costs
of domestic and non-domestic respirators, as well as IPPS and OPPS payments to the hospital for
domestic respirators. CMS is seeking comments on whether to modify this methodology to
instead pay based on a national standard unit cost differential between domestic and non-
domestic PPE and essential medicines. The AAMC supports this approach, which would reduce
burden on hospitals and avoid the need for retrospective reconciliation of payment adjustment
amounts. By shifting to a national standard unit cost differential, CMS would not need to collect
information from hospitals through additional information on the Medicare cost report. Notably,
the Medicare Payment Advisory Commission, noting the burden associated with the hospital-
specific approach, recommended that CMS consider using a national cost differential.!6?

Furthermore, CMS explores two potential options (“Approach 1” and “Approach 2”) for making
the payment adjustments instead of the current cost reporting approach (p. 41994). Under
Approach 1, CMS would use a claims-based approach to making the payment adjustments.
Specifically, CMS would use the pre-determined domestic cost differentials for the PPE or the
essential medicine to automatically calculate and pay the separate IPPS payment adjustment
based on the amount of eligible domestic PPE or units of essential medicines used in furnishing
services to an [PPS inpatient during a hospital stay. Under Approach 2, instead of billing for the
PPE or essential medicine individually on the IPPS claims, the hospital would voluntarily report
aggregated information on its cost report. The AAMC prefers Approach 1, the claims-based
methodology, which would ensure timely payment, avoid years-later reconciliation and cost
reporting burden, and more directly incentivize the purchase and use of domestically produced
PPE. We understand, as CMS acknowledges, that a claims-based approach would pose some
unique challenges for PPE because the use of PPE is not generally tracked at the individual
patient level. To that end, we urge CMS to consider less burdensome ways that PPE use could be
reported and reimbursed.

HOSPITAL QUALITY PROPOSALS

CROSS-CUTTING PROPOSAL

Remove Colonoscopy Follow-up for Average Risk Patients Measure in Recognition of
Availability of an Outcomes Measure

CMS proposes to remove the Colonoscopy Follow-up for Average Risk Patients beginning with
CY 2027 reporting from both the Outpatient Quality Reporting Program and the Ambulatory

162 MedPAC Letter to CMS on CY 2023 OPPS Proposed Rule. https://www.medpac.gov/wp-
content/uploads/2022/09/09122022 OPPS FY2023 MedPAC_COMMENT v2 SEC.pdf.
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Surgical Center Quality Reporting Program, on the basis that the Facility 7-Day Risk-
Standardized Hospital Visit Rate after Outpatient Colonoscopy measure will remain in both
programs (p. 41957). The AAMC broadly recommends prioritizing outcomes measures in CMS
quality reporting and performance programs and supports this proposal.

OUTPATIENT QUALITY REPORTING (OQR) PROGRAM

CMS Should Develop a Single, Consistent Measure for Advance Care Planning Across Both
Inpatient and Outpatient Settings

CMS seeks feedback on future inclusion of an Advance Care Planning (ACP) eCQM in the
OQR, in part due to the phase out of the Inpatient-Only List and shift of complex procedures to
the outpatient setting (p. 41960). CMS recently finalized the adoption of the Advance Care
Planning eCQM in the Inpatient Quality Reporting (IQR) Program beginning with CY 2028
reporting.'®> The AAMC recognizes that ACP is an important part of ensuring that care aligns
with patient goals and values. However, we are concerned that adopting similar yet distinct
measures for both the IQR and OQR can lead to confusion for patients and hospital reporting,
and instead CMS should consider a hospital enterprise-wide measure of ACP that could operate
in either program.

Patients experience healthcare as a continuum, rather than as separate inpatient and outpatient
systems, and advance care planning should similarly be approached as a longitudinal process. A
unified measure, consistent across both inpatient admissions and outpatient encounters, would
reduce the potential for patients and families to receive different messages or experience
duplicative requests for the same information depending on the care setting. It would also help
ensure that patients’ goals, values, and preferences follow them across transitions in care.

A single enterprise-wide measure would also reduce administrative and operational burden for
hospitals and health systems. Rather than requiring organizations to implement, track, and report
separate measures on the same information, potentially for the same patient, one harmonized
measure could support standardized workflows and more efficient use of clinical and quality
reporting resources. This consistency would facilitate reliable measurement, comparison, and
quality improvement across the continuum of care.

Thank you for the opportunity to comment on this proposed rule. We would be happy to work
with CMS on any of the issues discussed or other topics that involve the

academic medicine community. If you have questions regarding our comments, please feel free to
contact my colleagues — Shahid Zaman (szaman@aamc.org) and Katie Gaynor
(kgaynor@aamc.org) on the payment proposals; Phoebe Ramsey (pramsey@aamc.org) on the
quality program proposals.

16391 FR 49570, at 49932 (August 4, 2026).
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Sincerely,

Jonathan Jaffery, M.D., M.S., M.\M.M.,, F.A.C.P.
Chief Health Care Officer
AAMC

Cc: David J. Skorton, M.D., AAMC President and Chief Executive Officer



