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The Infusion Providers Alliance, which represents nearly 1,000 infusion centers across 43
states, is pleased to comment on Draft Guidance for Initial Price Applicability Year (IPAY)
2028, which is the first year Part B drugs will be subject to the Maximum Fair Price (MFP)
payment methodology from the Inflation Reduction Act. The IPA is committed to protecting
the integrity of the provider-patient relationship, and we advocate for policies that ensure
timely and adequate patient access to high-quality care in IPA members’ convenient,
community-based, non-hospital settings. IPA members are key access points for patients
seeking infusible drug treatments for complex diseases such as multiple sclerosis,
arthritis, Crohn’s Disease, ulcerative colitis, and many rare diseases.

We have grave concerns about the potential impact to our providers and their ability to
continue to serve patients who need access to Part B drugs subject to Secretarial
“negotiation” under the Inflation Reduction Act. Because the key part of our
reimbursement for drug administration is tied to the price of the drug through the “add-on”
payment to the average sale price (ASP) plus 6 percent payment methodology, policies that
substantially reduce that add-on payment will have enormous negative ramifications to our
providers and the patients we serve.



The IPA’s top legislative priority is enacting The Protecting Patient Access to Cancer and
Complex Therapies Act, which removes providers from the drug pricing negotiations
between the manufacturer and Medicare, and preserves the ASP+6% reimbursement
structure, while securing the same savings (to Medicare and beneficiaries) demanded by
the IRA via a rebate paid by the manufacturer to CMS. That policy has been endorsed by 58
patient and provider organizations including Infusion Providers Alliance (IPA), International
Foundation for Autoimmune & Autoinflammatory Arthritis, American Academy of Allergy,
Asthma, & Immunology (AAAAI), Association of Women in Rheumatology (AWIR), Cancer
Support Network, Community Oncology Alliance (COA), Digestive Health Physicians
Association (DHPA), and Large Urology Group Practice Association (LUGPA), among
others.’

Similarly, as detailed below, we urge CMS to retain the ASP pricing methodology for
Medicare Advantage and commercially insured patients by clarifying through regulation
that the MFP will not impact the ASP reimbursement methodology. Failure of CMS to clarify
this issue will put commercially insured patients who require these products at the same
access risk or, alternatively, higher cost care in the hospital setting, which will afflict
Medicare beneficiaries because of the IRA.

Background on the High Quality and Efficient Care IPA Members Provide in their
Infusion Clinics and Physician Offices

The IPA membership is comprised of organizations that either operate the infusion portion
of a specialist physician’s practice or companies that administer biologic medications in
freestanding facilities in the community where many Medicare beneficiaries reside. These
care sites are an important and convenient access point for care, saving Medicare $0.65
on the dollar for drug administration compared to infusions provided at hospital outpatient
departments.

Physicians, nurses and highly trained medical personnel are better able to monitor a
patient and ensure adherence if the infusions are done in an in-office setting. Office-based
infusion services have been shown to produce improved patient adherence, a key metric
for the treatment of chronic and complex diseases that require infusions. A recent study by
Stanford University found that patients receiving infusions in an office-based setting had a
79 percent adherence rate, compared to 74 percent at the hospital and 64 percent at

* Part B Access Coalition Letter on Protecting Patient Access to Cancer and Complex Therapies Act of 2023
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home.? In addition, patients enjoy the more relaxed atmosphere of the non-hospital
setting, which prevents them from being unnecessarily exposed to severely ill and often
contagious patients who require hospital care. Arecent, first of its kind study published in
the Journal of Clinical Pathways found that shifting injected and infused specialty
medications from high-cost hospital outpatient settings to more affordable, clinically
appropriate alternative settings is associated with favorable clinical outcomes and quality
in the non-hospital outpatient settings compared with hospital outpatient settings.?
Authors conclude widespread adoption of site-of-care management strategies that offer
alternatives to the hospital outpatient setting might reduce the burden of rising health care
costs, increase affordability, enhance patient convenience, and improve patient choice.

Physician practices and infusion facilities that directly administer drugs to patients in
outpatient facilities typically engage in a practice known as “buy and bill.” They pre-
purchase drugs and bill the payer for reimbursement once the medication is administered
to the patient. To maintain the viability of administering drugs in this setting,
reimbursement must account for not only the drug acquisition cost, but also overhead
costs such as intake and storage, equipment and preparation, nursing staff, facilities, and
spoilage insurance.

Providers of Part B drugs have two sources of reimbursement from Medicare and other
payers: their professional fee, which covers a small fraction of their costs,* and the “add-
on” payment, related to the cost of the drug. The professional fee for a complex drug is less
than $120 and has been declining over the years in both real and nominal terms (as noted
in the chart below). More troubling, physician practices and infusion clinics have seen
these reimbursement cuts while hospital outpatient departments are simultaneously
experiencing substantial payment increases. Indeed, relative payments compared to
hospitals have steadily declined from 47.9% of HOPD payments in 2015 to 35.9% in 2025.

These disturbing reimbursement trends favoring hospitals are exacerbated by the dramatic
expansion of the 340B drug discount program, which has made Part B drug administration

Giese-Kim, May Wu, et al. "Home Infliximab Infusions are Associated with Suboptimal Outcomes Without Cost Savings

in Inflammatory Bowel Disease." The American Journal of Gastroenterology. July 22,
2020. https://journals.lww.com/aja/Abstract/9000/Home_Infliximab_Infusions_Are_Associated_With.09217.aspx

3Raj L, Stinson G, Langsam JW, DeMacio J. Comparison of specialty injection and infusion adverse events
among hospital outpatient settings vs non-hospital outpatient settings. J Clin Pathways. 2025;11(1):34-38.
d0i:10.25270/jcp.2025.11.01

4 "Medical Benefit Drug Economics: The Price of Furnishing Part B Drugs." National Infusion Center Association
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extremely profitable for 340B hospitals (where margins are 60 percent or more per drug)
but has threatened independent practices and infusion facilities with further provider
consolidation, which only drives up costs to Medicare, all payers, and most importantly,

patients.
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Medicare Rate Comparison for Drug Administration Codes
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Untoward Implementation of the Inflation Reduction Act Could Threaten Patient
Access to Part B Drugs

Under the IRA, reimbursement for Part B drugs subject to Secretary negotiation will be
slashed from Average Sales Price plus six percent to the Maximum Fair Price (MFP) plus 6
percent.® According to the Congressional Budget Office, reimbursement for Part B drugs
(and the associated add-on payment) will be cut by 50 percent or more for those drugs that

are subject to negotiation.® For example, the add-on payment would be reduced from $430
to $215 for a Part B drug whose reimbursement was cut from $10,000 to $5,000 (after
sequestration). Cuts of this magnitude could threaten patient access to these drugs.

5 MFP-designated products of manufacturers that refuse to agree to the "negotiated” price would be subject to a 1,900% excise
tax or other products of the manufacturer could be excluded from coverage by Medicare and Medicaid.

6 Congressional Budget Office: How CBO Estimated the Budgetary Impact of Key Prescription Drug
Provisions in the 2022 Reconciliation Act. https://www.cbo.gov/publication/58850
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Once these Part B reimbursement cuts commence in 2028, many more essential drugs to
these practices and infusion centers will receive similar cuts, with as many as 20 added
annually. The paltry professional fee simply cannot sustain these practices and infusion
clinics. Over the long-term this policy could jeopardize the viability of medical practices
and infusion centers, especially those in rural or underserved areas. If infusion centers and
physician practices can no longer afford to administer these drugs, patients will be forced
to obtain their medications in the more expensive hospital setting, assuming those
facilities have the capacity to handle the extra patients.

The economic impact of these cuts would be substantially magnified if these statutory
payment cuts to Medicare flow through to commercially insured enrollees. Depending on
the drug, the payment cuts to our infusion centers and physician practices would be
maghnified two to three-fold, as commercially insured patients often have a much larger
market share than Medicare-covered beneficiaries. That is an economically untenable
prospect and will certainly threaten the long-term viability of these providers who are at the
front lines of caring for some of the most vulnerable and sick Medicare beneficiaries.
Congress would not have silently permitted CMS to decide whether to trigger such a
massive, across-the-board and long-lasting deterioration of the marketplace that is crucial
to patients’ health.

Legal Analysis of Excluding MFP from ASP Payment Methodology

The IRA requires the manufacturer to provide Part B drug providers with the maximum fair
price (MFP) butis silent on whether those prices would be used to calculate the ASP.
Specifically, for Medicare fee-for-service, the payment rate is MFP+6%, not ASP+6%.
However, the law does not speak to whether payments by Medicare Advantage and
commercial plans, which are typically based on ASP, would be impacted, by the new MFP
requirement. While the IRA does specify that Medicare Advantage beneficiaries are entitled
to coinsurance based on the lower MFP+6% rate, it is silent on how providers would be
reimbursed.

Historically, many private payors and Medicare Advantage plans have used ASP as the
basis of the payment formula for physician-administered drugs.’” They could continue to
follow this long-standing practice after the MFP is available by ignoring that artificially
deflated price, assuming CMS keeps publishing ASPs. We strongly urge CMS to continue

7 Milena Sullivan, et al., Commercial Spillover Impact of Part B Negotiations on Physicians, Avalere (Sept. 16, 2024), https://avalere.com/insights/commercial-
spillover-impact-of-part-b-negotiations-on-physicians.



publishing market-based ASPs, which would exclude MFPs from this payment
methodology.

In addition, the legislative history of IRA enactment shows that the Senate considered and
subsequently rejected regulating commercial drug prices due to the Byrd Rule. The IRA was
considered under budget reconciliation rules, which require provisions to be primarily
budgetary in nature. Provisions that have only an “incidental” impact on the budget are
considered non-germane and subject to a point of order. Pricing policies that impact
Medicare reimbursement of prescription drugs are clearly germane; however, policies that
affect commercial prices (e.g., price caps on commercial drug prices) are not germane,
even if they have an incidental fiscal impact. This is the primary reason the IRA lacks any
legislative language requiring MFPs to be used to calculate ASPs, which commercial payers
utilize. It would be entirely inappropriate for CMS to use this legislative exclusion as the
basis for now subjecting commercial prices to the MFP price controls specified in the IRA
for Medicare only.

Finally, under the “major questions doctrine”, federal agencies are not authorized to make
decisions with “vast economic and political significance” absent explicit statutory
language that provides clear congressional authorization to do so.® The IRA is silent, and as
such, does not permit inclusion of MFPs in the calculation of ASP. Certainly, the Part B drug
spend meets the significance criteria, and it would be a disallowed, improper use of
executive authority to seize this power from the Congress who writes the statutes and
deliberately did not authorize the MFPs to be included in the ASP methodology.

Conclusion

A key Trump Administration priority in health care policy has been encouraging Part B drugs
to be provided in the physician/clinic setting,® which is paid about one-third of the amount
as hospitals for administering the identical drugs. These practices and infusion facilities
cannot absorb a 50 percent cut to the primary form of reimbursement —the add-on
payment —and still provide these drugs to patients. Yet hospitals have many other streams

8 West Virginia v. Env’t Prot. Agency, 597 U.S. 697, 732, 734 (2022); Util. Air Regul. Group v. EPA, 573 U.S. 302,
324 (2014).

9Indeed, in an April 15, 2025 Executive Order, President Trump called on the Secretary to propose regulations
“to ensure payment within the Medicare program is not encouraging a shift in drug administration and volume
away from less costly physician offices to more expensive hospital outpatient departments.” Exec. Order No.
14,273, Lowering Drug Prices by Once Again Putting Americans First, Section 11, available at
https://www.whitehouse.gov/presidential-actions/2025/04/lowering-drug-prices-by-once-again-putting-
americans-first/



of revenue to cost shift (including inpatient procedures, diagnostics, surgery, endowments,
and many other lines of business). The Trump Administration has the opportunity to protect
this vital access channel to patients by simply adopting a straightforward reading of the
statute and limiting these payment cuts to Medicare patients and ensuring that other
patients can continue to access these low-cost and convenient providers. It should do so
without equivocation, recognizing that these providers not only provide excellent care but
also provide needed competition to huge hospital systems, which are attempting to
consolidate the provider market further.

Thank you for the opportunity to provide our comments.

Sincerely,

|
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Doug Ghertner
President
Infusion Providers Alliance
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Elliott Warren
Executive Director
Infusion Providers Alliance



