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June 26, 2025

VIA ELECTRONIC SUBMISSION THROUGH IRARebateandNegotiation@cms.hhs.gov

Chris Klomp, MBA

Deputy Administrator and Director
Center for Medicare

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244-1850

RE: Medicare Drug Price Negotiation Program: Draft Guidance, Implementation of Sections 1191 — 1198 of the
Social Security Act for Initial Price Applicability Year 2028 and Manufacturer Effectuation of the Maximum Fair
Price in 2026, 2027, and 2028

Dear Deputy Administrator Klomp,

On behalf of The US Oncology Network (The Network), thank you for the opportunity to offer feedback on the
Medicare Drug Price Negotiation Program: Draft Guidance, Implementation of Sections 1191 — 1198 of the Social
Security Act for Initial Price Applicability Year 2028 and Manufacturer Effectuation of the Maximum Fair Price in
2026, 2027, and 2028.

The Network is the nation’s largest network of independent, community-based oncology physicians. Uniting
more than 1,900 like-minded physicians, The Network treats nearly 1.8 million cancer patients a year nationwide
at over 700 sites of care in 30 states. These physicians share a common vision of expanding patient access to high
quality, state-of-the-art care close to home and at lower costs for both patients and our entire healthcare system.
Our mission is to help patients fight cancer as effectively and efficiently as possible.

While The Network remains deeply concerned about the potential unintended consequences that the Inflation
Reduction Act (IRA) may have on the viability of physician practices and timely access to innovative therapies for
patients, we commend the Administration for its efforts to engage stakeholders and increase transparency
around the Negotiation Program. These efforts represent a crucial step toward building trust and accountability
in the implementation process. We encourage CMS to continue emphasizing transparency not only within this
program but across all agency initiatives. We are hopeful that this openness will foster a more collaborative
environment and lead to thoughtful, data-driven adjustments to the program that address the concerns raised by
the provider community—particularly those related to access, practice sustainability, and innovation in patient
care. Our comments address two themes raised in the guidance:

e Protecting providers from financial risk and operational burden; and
e Ensuring accurate utilization data in Medicare Advantage

Protecting Providers from Financial Risk and Operational Burden

Generally, the inclusion of Part B drugs in the Negotiation Program injects significant uncertainty and operational
risks for physician practices—particularly in oncology, where the use of physician-administered drugs is a
frequent and essential course of therapy. The Network is deeply concerned that reimbursement under the
Maximum Fair Price (MFP) model, could force providers to absorb the difference between MFP and acquisition
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costs. This would place an unsustainable financial burden on practices, especially smaller, community-based
providers, and could jeopardize their ability to continue offering timely, high-quality cancer care. The Network
urges CMS to ensure that providers are not forced to shoulder the upfront costs of high-priced therapies—an
unsustainable burden that could accelerate practice closures, drive further consolidation, and ultimately
restrict patient access to timely, community-based care. In addition to the financial concerns around
inclusion of Part B drugs in the program, oncology practices are concerned about the operational
changes that must take place to implement the program.

Currently, CMS reimburses physicians for the cost of Part B drugs at the manufacturer’s average sales price (ASP)
plus 6%, which is effectively reduced to 4.3% due to sequestration. This add-on payment is intended to help
offset a range of overhead costs associated with acquiring, storing, and administering these drugs. These
overhead costs are substantial and unavoidable. They include specialized storage requirements—such as
refrigeration or temperature-controlled environments—inventory management systems, staff time for drug
preparation and administration, compliance with hazardous drug handling protocols, and the financial risk of
drug wastage or non-reimbursement. Oncology drugs, in particular, often require complex handling and
administration protocols, adding to the operational burden on practices.

Under the Inflation Reduction Act (IRA), reimbursement for negotiated drugs will shift to the maximum fair price
(MFP) plus 6%. This change will result in reduced reimbursement to providers, even though the associated
overhead costs and financial risks remain unchanged. This discrepancy could further strain the financial viability
of community-based oncology practices, potentially limiting patient access to timely and high-quality cancer care.

A recent analysis found that providers across both Medicare and the commercial market could lose at least $25
billion in add-on payments for the first 10 Part B drugs expected to be negotiated. Among these, three
oncology/hematology products are projected to experience a 39% to 64% reduction in Medicare fee-for-service
(FFS) add-on payments—highlighting the disproportionate impact on cancer care providers.

Oncology practices typically incur substantial upfront costs when acquiring, storing, and handling physician-
administered oncology drugs. If reduced reimbursement rates under the Negotiation Program fail to adequately
cover these core acquisition and operational expenses, practices will face heightened financial strain—further
increasing the risk of consolidation with large health systems, practice closures, or reduced patient access to life-
saving therapies.

Congress has considered several policy solutions to alleviate financial pressures on physician practices and
safeguard patient access to innovative therapies and ongoing research. In the previous Congress, Senator John
Barrasso (R-WY) and Representative Michael Burgess, M.D. (R-TX) introduced the Protecting Patient Access to
Cancer and Complex Therapies Act. This legislation aimed to shield physician reimbursement for Part B drugs
from the negative financial impacts of the Medicare Drug Price Negotiation Program. Under the proposal,
physician practices would continue to receive reimbursement at the current ASP+6% rate, while drug
manufacturers would provide a direct rebate to the federal government for the difference between that rate and
MFP. Patients would benefit from lower out-of-pocket costs, as their coinsurance would be based on the reduced
MFP,

The Network supports this approach as it would preserve the financial viability of physician practices while still
achieving cost savings for Medicare through manufacturer rebates, without placing providers in the middle of
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the pricing gap. Notably, this straightforward solution could potentially be implemented administratively,
offering a practical path forward that balances fiscal responsibility with patient access and provider sustainability.

Furthermore, in limited cases, previous adverse pricing issues have led manufacturers to withdraw products from
the market altogether, posing a serious threat to patient access. The Network remains deeply concerned over
any potential disruption to the supply chain and strongly cautions CMS to reconsider policies that will not
jeopardize patient access to essential, life-saving drugs. We would welcome the opportunity to continue
engaging with CMS to share provider perspectives and discuss the real-world impacts that these policies may
have on patient care and practice sustainability.

Ensuring Accurate Utilization Data: The Role of Medicare Advantage

CMS is soliciting comments on the potential use of additional data sources to support the review of utilization for
drugs payable under Part B and/or covered under Part D. Specifically, CMS is considering incorporating, when
available, Average Sales Price (ASP) data, Medicaid State Drug Utilization Data (SDUD), and data from nationally
representative, commercially available databases. CMS also requests input on whether other data sources may
provide timely and reliable utilization data for these drugs.

The Network encourages CMS to consider several additional factors. With more than half of Medicare
beneficiaries now enrolled in Medicare Advantage (MA) plans, it is essential to understand how CMS intends to
account for this growing population. While the draft guidance references the use of “Part B claims data” to
identify high-cost drugs, it is unclear whether this includes data from MA plans. CMS has been collecting
Medicare advantage prescription drug (MA-PD) claims data for several years and has recently indicated in
rulemaking that it may begin relying on MA data more directly, rather than continuing to depend solely on fee-
for-service (FFS) claims. Without the inclusion of robust and representative MA data, the proposed methodology
risks producing an incomplete and potentially skewed picture of drug utilization.

Moreover, private oncology practices, which often operate with limited margins, may be disproportionately
affected if policy decisions are made using incomplete data that underrepresents the complexity and cost of
cancer care in the MA setting. Ensuring that MA claims data is fully integrated into CMS’s analysis is critical to
maintaining equitable access to high-quality oncology care across all Medicare populations.

Conclusion

While we understand and appreciate efforts to reduce patients’ out-of-pocket prescription drug costs, we are
concerned that physician practices, particularly community-based oncology practices, will be caught in the middle
of the IRA’s drug negotiation process, which could ultimately undermine and threaten patient access to care. The
Network appreciates the opportunity to share these thoughts and concerns. Please feel free to use us as a
resource moving forward. Please reach out to Ben Jones, Vice President of Government Relations at
Ben.Jones@usoncology.com with any questions.

Sincerely,

e d

Les Busby, M.D.
Chief Medical Officer
The US Oncology Network
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