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August 13, 2026

Mehmet Oz, MD

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201

Re: CMS-4215-P — Medicare Drug Price Negotiation Program; Initial Price
Applicability Year 2029

Administrator Oz:

On behalf of the Coalition of State Rheumatology Organizations (CSRO), we would
like to provide feedback on the Medicare Drug Price Negotiation Program Proposed
Rule for the Initial Price Applicability Year 2029. CSRO serves the practicing
rheumatologist and is comprised of over 40 state rheumatology societies nationwide
with a mission of advocating for excellence in the field of rheumatology and ensuring
access to the highest quality of care for the management of rheumatologic and
musculoskeletal disease.

Rheumatologic diseases, such as rheumatoid arthritis, psoriatic arthritis and lupus, are
systemic and incurable, but innovations in medicine over the last several decades have
enabled rheumatologists to better manage these conditions. With access to the right
treatment early in the disease, patients can generally delay or even avoid damage to
their bones and joints, as well as reduce reliance on pain medications and other ancillary
services, thus improving their quality of life.

CSRO appreciates CMS's continued work to implement the Medicare Drug Price
Negotiation Program under the Inflation Reduction Act, and we support the underlying
goal of making medications more affordable for Medicare beneficiaries. However, we
would like to express significant concern with the proposed interpretation of a
"qualifying single source drug" (QSSD) and with the related proposal to extend a
similarly expansive approach to fixed-dose combination products.

Impact on New Formulations

Rheumatology depends heavily on a small set of biologic therapies that are frequently
reformulated over time — most commonly through the introduction of a subcutaneous
alternative to an original intravenous product, or through label expansions into
additional autoimmune indications. As proposed, CMS would group every dosage form
and strength that shares an active moiety or active ingredient into a single potential
QSSD, without regard to whether the products were approved under separate marketing
applications, are indicated for different diseases or patient populations, or reflect a
materially different clinical use. Several of the biologic agents that rheumatologists rely



on every day —including infused therapies for rheumatoid arthritis and other autoimmune conditions —
have companion subcutaneous formulations developed years after the original intravenous product. These
new formulations are often for a distinct population or a materially different clinical purpose, such as
reducing infusion-related reactions or improving access for patients who cannot easily travel to an infusion
setting.

Under the proposed approach, a newer subcutaneous formulation could be pulled into the negotiation status
of an older intravenous product almost immediately after launch, even where the two formulations were
studied separately, carry separate labeling considerations, and are not interchangeable from a clinical or
monitoring standpoint. This is a substantially broader reading of "qualifying single source drug" than
prescribed in the statute as directed by Congress and it risks subjecting far more rheumatology products to
negotiated pricing than Congress intended when it capped the number of negotiated drugs each year.

This broader definition could also have a negative impact on the development of new formulations and
routes of administration for rheumatologic drugs. Much of the meaningful innovation our patients have
benefited from in recent years has come from new formulations of existing therapies: subcutaneous versions
that shorten a multi-hour infusion visit to a self-administered injection, reducing or eliminating the need for
infusion-center visits, and expanded treatment options for patients who cannot easily travel to an infusion
setting. These new formulations have a significant impact for our patients as they manage a lifelong disease,
reducing time away from work and family, expanding treatment options for patients who cannot tolerate
long infusion visits, and providing rheumatologists and their patients with more personalized care.

If a new route of administration is treated as automatically included within the Maximum Fair Price of the
original product, manufacturers will have far less incentive to invest in exactly the kind of post-approval
development that has improved rheumatology care over the past decade. Post-approval innovation
frequently occurs through improved routes of administration, expanded indications, and delivery systems
that meaningfully improve patients' lives even when the active ingredient remains unchanged. We are
concerned that this proposed definition, if finalized as written, will slow or halt the pipeline of subcutaneous
and other patient-friendly reformulations that our specialty and our patients have come to depend on.
Innovation does not end with FDA approval.

Expanded Fixed-Dose Combination Definition

The proposed rule also suggests applying a similar aggregation approach to fixed-dose combination
products, under which CMS would treat a combination product as equivalent to a single-ingredient QSSD
whenever the agency determines that one of its components is not biologically active against the condition
being treated. We question whether CMS has the authority to determine whether a specific active ingredient
contributes meaningfully to a drug's efficacy for a given indication, or if this is instead a clinical and
scientific judgment that sits within FDA's statutory expertise.

Although fixed-dose combination products are less common in rheumatology than in many other
specialties, we are concerned that the proposed interpretation could discourage future innovation in
combination therapies that may improve adherence, reduce treatment burden, and simplify medication
regimens for patients with chronic autoimmune disease.

Impact of Expanded MFP on Part B Medications

Rheumatologists and other healthcare practices directly administer Part B biologic products to patients at
their in-office infusion suites. These practices engage in the “buy-and-bill” model, whereby the medical
practice pre-purchases medications and submits a claim to the health plan for reimbursement once the
medication is administered to a patient. This model allows patients to conveniently receive their essential
medications at their doctor’s office instead of the hospital, reducing their exposure to hospital-based



infections—a particularly important consideration for immunocompromised individuals who receive
provider-administered drugs.

However, margins for practices engaged in buy-and-bill are thin. These practices depend on the add-on
payment at a bundled rate for administered drugs, which for Medicare Part B is the average sales price
(ASP) plus six percent. The ASP is a market-based price that considers the weighted average of all
manufacturer sales prices for the drug, including rebates and discounts. The additional six percent add-on
helps these medical practices account for acquisition costs, such as intake and storage, equipment and
preparation, staff, facilities, and spoilage insurance.

According to the CY 2026 Medicare Physician Fee Schedule final rule, CMS will reimburse physicians at
the Maximum Fair Price (MFP) plus a 6% add on payment for Part B drugs selected for Medicare
negotiation. Calculations based on the MFP will deflate physician reimbursement significantly through a
reduced add-on payment. In fact, according to a recent study by Avalere Health and commissioned by the
Community Oncology Alliance, incorporating the MFP into the ASP calculation could reduce the ASP so
precipitously that the calculated add-on payment for Part B reimbursements in Medicare would be 42-61%
lower than the current reimbursement rates. This could also cause a ripple effect into the commercial
market, driving a 12-18% projected cut to physician reimbursements through the add-on payment.

If CMS aggregates related formulations into a single QSSD, more of the intravenous biologics
rheumatologists administer in-office will become subject to this insufficient reimbursement rate well before
the timeline intended by the statute. Independent rheumatology practices — which already operate on thin
margins for infused biologics — would be further crippled by expanded application of the MFP to these
additional QSSD and fixed dose combination drugs. Some practices may be forced to limit the infusion
services they offer, which would push medically complex, often immunocompromised patients toward
hospital-based infusion or, in some cases, delay necessary treatment altogether.

Rheumatologists and our practice partners share your commitment to addressing high out-of-pocket costs
for prescription medications. We thank you for your consideration and encourage you to contact CSRO
(jfrasco@hhs.com) with any additional questions you may have.

Respectfully,
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President VP, Advocacy & Government Affairs
Board of Directors Board of Directors

! Avalere Health. “Commercial Spillover Impact of Part B Negotiations on Physicians.” September 2024.
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