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August 17, 2026

The Honorable Ron Wyden

Senate Finance Committee

219 Dirksen Senate Office Building
Washington DC 20510

Re: Request for Information: Commonsense Policy Options to Lower Drug
Prices for Patients

Dear Senator Wyden and members of the Senate Finance Committee:

The Coalition of State Rheumatology Organizations (CSRO) appreciates the
opportunity to provide comment on the Request for Information: Commonsense
Policy Options to Lower Drug Prices for Patients. CSRO serves the practicing
rheumatologist and is comprised of over 40 state and regional professional
rheumatology societies nationwide whose mission is to advocate for excellence
in the field of rheumatology, 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.

Rheumatologists regularly prescribe specialty drugs, which are often more
expensive than small molecule drugs, such as those that come in pill form. This
provides us and our practice partners with direct insights into the challenges our
patients face with drug affordability each day as we work to secure each patient
the best drug to manage their condition and a drug that is also accessible to the
patient through their health plan and pharmacy benefit manager (PBM).

It’s important to note that a patient’s pharmacy counter cost is determined by drug
benefit design dictated by the health plan and PBM. This is dictated by deductible
status, coinsurance, formulary tier, prior authorization, accumulator programs,
rebates, and, often most importantly, eligibility for manufacturer copay
assistance. Policies that do not directly regulate the patient’s copay, coinsurance,
deductible, formulary placement, or coverage rules fail to ensure that savings
automatically flow to the patient. Furthermore, a drug with a high wholesale
acquisition cost (WAC) may be affordable to patients because of insurance
coverage or because of manufacturer copay assistance. Conversely, a lower-
priced drug may remain unaffordable if it sits on a high-cost tier or is subject to
a high percentage coinsurance. These are important dynamics for the Committee
to consider: whether affordability problems stem from the drug’s price, the
insurance benefit design, or failures to pass rebates and discounts through to
patients.



CSRO also encourages the Committee to consider the supply chain and market dynamics at play. Plans
may respond to congressional action on drug pricing with narrower formularies, stricter utilization
management, higher tiers, or expanded prior authorization and step-therapy requirements. Pharmacies may
be unable to stock or dispense affected drugs if reimbursement does not cover acquisition and dispensing
costs. Manufacturers may limit distribution, alter contracting, or decline participation in the affected market.
Providers and patients may face delays, travel burdens, treatment disruption, or fewer treatment options,
despite a nominally lower price. All of these considerations are critical to appropriately addressing options
to lower drug prices for patients.

SECTION I: LOWERING DRUG PRICES

The Cost of International Prices on Access to Medications

Rheumatologists and our practice partners share your commitment to addressing high out-of-pocket costs
for prescription medications. However, we are highly concerned that applying international pricing or a
Most Favored Nations (MFN) model may harm patient access for our most vulnerable populations and
jeopardize the viability of private practice.

We have previously shared concerns that past MFN policy proposals will curtail patient access to essential
medications. For example, the Trump administration’s previous MFN proposal (2020) set prescription drug
prices at “the lowest price, after adjusting for volume and differences in national gross domestic product,
for a pharmaceutical product that the drug manufacturer sells in a member country of the Organisation for
Economic Co-operation and Development (OECD) that has a comparable per-capita gross domestic
product.”!

In that 2020 proposal, the Center for Medicare and Medicaid Services (CMS) acknowledged that
“beneficiaries may experience access to care impacts” as a result of the MFN Model, including receiving
an alternative therapy “that may have lower efficacy or greater risks” or even “postponing or forgoing
treatment.” CMS also acknowledged that “beneficiaries may experience access to care impacts,” including
difficulty finding providers and extended traveling to seek care. These are alarming forecasts about the
future impact of these proposals, which we believe should sufficiently deter members of Congress from
advancing future international pricing or MFN proposals.

Jeopardizing the Viability of Private Practice

Rheumatologists and other healthcare practices directly administer 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. This 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.

Importing foreign reference prices from OECD countries would significantly drop the base price for that

I White House Archives. “Executive Order on Lowering Drug Prices by Putting America First.” September 2020.
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six percent add-on payment. Reimbursement rates that do not sufficiently compensate for acquisition costs
put healthcare practices at risk. While we understand that theoretically a decreased base price would bring
down the total cost per administered medication, such a precipitous drop in ASP would lead to inadequate,
or “underwater,” reimbursement, forcing providers into an untenable position.

As we mentioned, these buy-and-bill margins are already incredibly thin, so reduced reimbursement for
these medications would be unsustainable for private physician practices. Indeed, as we’ll explain below,
some practices are already underwater on certain biosimilar medications, which forces providers to choose
between administering the drug at a financial loss — which is unsustainable — or transferring the patient to
another site of service that may be able to absorb the ASP loss.

Considerations when Negotiating Small Molecule and Biologic Drugs

We recognize the mission of the Inflation Reduction Act (IRA) of 2022 to address patient drug affordability.
As health care providers, we understand the harsh realities at play when patients are unable to afford their
prescription medications. We regularly work to try and find options that allow patients to maintain their
treatment. When patients are unable to maintain their treatment plan, they may turn to medication rationing
or forfeit their treatment all together. This can have serious consequences for patients with chronic
conditions, leading to disease progression, decreased functionality and even hospitalization. However, we
have remained consistently concerned that certain provisions of the law that differentiate small molecules
from biologic drugs may actually exacerbate drug spending for both Medicare and its beneficiaries while
reducing access to small molecule drugs.

The IRA provided that certain drugs were exempt from consideration under the Medicare Drug Price
Negotiation Program (MDPNP), including small molecule drugs with less than seven years from their FDA-
approval or licensure date and biologic products with less than 11 years. Small molecule drugs are
chemically synthesized medications that are typically dispensed at a pharmacy to the patient in convenient
forms, such as pills, syrups or capsules, for administration at home and without the assistance of a healthcare
provider. Biologic products are complex medications derived from living organisms. Some biologics, such
as insulin, can be self-administered by the patient in their own home. Other biologics, such as those for
cancer, arthritis, osteoporosis, and multiple sclerosis (MS), are often administered via infusion by a health
care provider at an outpatient clinic or provider’s office. Both drug types serve an essential role in the
treatment of patients, and we encourage further research and development in both types of drugs to ensure
future cures for conditions afflicting Americans across the country.

Unfortunately, the disparity in the eligibility timeline between small molecule drugs and biologic products
within the IRA is already impacting investment in research and development. We remain concerned that
pharmaceutical manufacturers and biotech investors may be less likely to invest in research and
development for small molecule drugs if they know they have less time before MDPNP consideration. This
could create a vacuum in research and development to treat more common chronic conditions, like
hypertension, gastrointestinal disorders and chronic inflammation, which are often treated with small
molecule drugs.

This is particularly troubling as small molecule drugs are essential tools in helping patients with chronic
conditions maintain independence and avoid more intensive in-office or facility-based care when it is not
medically necessary. Reduced investment in small molecule drugs is also counterproductive to efforts
aimed at supporting patients in self-managing their care and staying adherent to medication regimens—
core goals of chronic disease management.

We recognize the essential value that both small molecule drugs and biologic products offer in treating
patients, which is why we urge Congress to adopt policies that create parity for these drugs under the



MDPNP. Policies that support research and development for both small molecule drugs and biologic
products will help ensure a healthier tomorrow for Americans. Therefore, we encourage Congress to
address this disparity by advancing the EPIC Act (S.832).

Seeing the Bigger Picture for Biosimilar Development and Adoption

Reference biologics (i.e. brand biologics) and biosimilars are vitally important therapeutic options for
patients with certain chronic diseases, such as rheumatoid and psoriatic arthritis. Biosimilars can provide
a lower cost alternative to the reference biologic and help with specialty medicine affordability. However,
biosimilar uptake has been considerably slower than expected, in part due to unsustainable reimbursement
for certain physician-administered biosimilars.

Health insurance companies and their PBMs have exerted disproportionate pressure on pharmaceutical
manufacturers to offer significant rebates in exchange for formulary placement, including “fail first” status
that requires patients to “step through” these medications before they can access others (i.e., step therapy).
These price concessions are factored into the quarterly ASP reported to CMS and have resulted in artificially
low ASPs for some physician-administered biosimilars.

As previously outlined, rheumatology practices that buy and bill physician-administered biosimilars are
reimbursed based on the ASP methodology (i.e., the weighted average of manufacturers' sales prices,
inclusive of price concessions), plus a 6% add-on to account for provider acquisition and handling costs.
Although the Inflation Reduction Act temporarily increased the ASP add-on for some biosimilars from 6%
to 8%, reimbursement for several biosimilars is significantly lower than practices’ acquisition cost, putting
them financially “underwater.”

Given reimbursement has diminished well below the cost to purchase certain biosimilars, rheumatologists
can no longer afford to purchase these medications, nor can they offer an alternative medication given step
therapy protocols. Moving patients to a hospital setting for infusions increases commercial payer spending
and patient out-of-pocket costs, as well as disrupts care continuity and puts patients with weakened immune
systems at greater risk of contracting serious infections.

As Congress explores incentives to support biosimilars, members must also advance reforms to the ASP
methodology, including removing manufacturer rebates paid to PBMs and health plans from the ASP
calculation. Congress could also direct CMS to study the factors contributing to below-cost reimbursement
for certain biosimilars and their impact on beneficiary access, out-of-pocket costs, and overall Medicare
spending. Finally, Congress should instruct CMS to pursue rulemaking to reform step therapy policies and
establish a formulary adequacy standard ensuring beneficiaries can access an alternative therapy when a
biosimilar is underwater.

SECTION II: ENHANCING PRESCRIPTION DRUG AFFORDABILITY

Opportunities to make Drugs More Affordable: Ban Copay Accumulator Adjustment Programs
Rheumatologic patients managing chronic conditions are frequently prescribed specialty drugs only after
exhausting lower-cost alternatives. However, cost remains a serious barrier to access. According to a Kaiser
Family Foundation national poll, nearly six in ten American adults worry about affording their
prescriptions, and one in five have skipped a prescribed medication in the past year because they could not
afford it.”

2 KFF. “Americans’ Challenges with Health Care Costs.” April 2026.
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While the Committee requested feedback on Part B, CSRO would like to highlight additional opportunities
for Congress to make drugs more affordable in the commercial markets. Copay assistance programs —
offered by drug manufacturers, charitable foundations, and nonprofit organizations — exist specifically to
help patients afford their medications. Through “copay cards” and financial assistance, these programs
provide direct financial relief, helping patients meet their deductibles and out-of-pocket maximums so that
cost does not impact their care.

Unfortunately, health plans and their vertically integrated PBMs have found a way to capture this financial
assistance for themselves before it ever reaches the patient. Through their own copay accumulator
adjustment programs, health plans collect the full dollar value of a patient's copay card — money provided
by a third-party specifically for the patient’s benefit — but deliberately refuse to credit any of it towards the
patient’s annual deductible or out-of-pocket maximum.

The result is a calculated deception. Patients believe they are making meaningful progress toward their
annual cost-sharing limit, only to be blindsided when the copay card runs out and they discover they still
owe their full deductible and out-of-pocket maximum, as if they had received no assistance at all. Health
plans and PBMs try to justify these programs by calling drugs using copay cards “non-essential benefits”
that include most pharmacy drugs used for cancer, inflammatory diseases, MS, and inflammatory bowel
diseases, to name a few. In short, copay accumulator programs directly increase costs for patients with
chronic diseases and particularly those with high deductibles.

The financial consequences are severe for some patients who may have cost-sharing responsibilities of
$5,000 a month or higher for their specialty medications or to cover multiple medications to treat their
chronic conditions. When faced with these high out-of-pocket costs, many patients may abandon their
treatment plan, forcing stable patients to discontinue their treatments. This can result in disease progression,
flare-ups, increased steroid use, and even loss of effectiveness of their original therapy if eventually
restarted. Managing the results from non-adherence to their medication requires the use of substantially
more resources than allowing for continuity of care from the start.> *

Health plans argue that if copay accumulator adjustment programs are banned, patient premiums will
increase. However, the evidence does not support that claim. Twenty-six states have laws banning copay
accumulator programs, and data show these laws have not led to a direct increase in premiums.®> Even the
federal government has reached the same conclusion, explicitly banned copay accumulators and
maximizers in its health plans for all federal employees because they are harmful to patients. In 2025, the
U.S. Office of Personnel Management prohibited health plans and PBMs from using copay accumulator
and copay maximizer programs for Federal Employees Health Benefit (FEHB).¢

Legislation has been introduced to partially address this issue. To make all drugs under the Affordable
Care Act (ACA) more affordable for patients, Congress should advance the Help Ensure Lower Patient
(HELP) Copays Act (S.864/H.R.6423).

Regulatory Action
These are also opportunities for regulatory relief in this area. CSRO is deeply concerned that the 2027
proposed rule once again fails to address copay accumulator policies, prolonging years of regulatory

4 Rheumatol Ther. “The Economic Benefit of Remission for Patients with Rheumatoid Arthritis.” October 2022.
5 Journal of Managed Care & Specialty Pharmacy. “Patient liability, treatment adherence, and treatment persistence
associated with state bans of copay accumulator adjustment programs.” 2024

6U.S. Office of Pers. Mgmt. “FEHB Program Carrier Letter 2025-07: Consolidated Pharmacy Benefits Guidance for the FEHB
Program 19 .” April 2025.
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uncertainty for patients. This oversight persists despite the 2023 federal court ruling in HIV and Hepatitis
Policy Institute et al. v. U.S. Department of Health and Human Services et al, which ordered the Department
of Health and Human Services (HHS) and CMS to vacate the copay accumulator policy in the 2021 Notice
of Benefit and Payment Parameters (NBPP) rule and reinstate the 2020 NBPP rule.” Regrettably, the
agencies have yet to enforce the original policy or fulfill their commitment to advance new rulemaking, as
outlined in last year’s proposed rule.®

CSRO has urged HHS and CMS to enforce the original 2020 NBPP policy, which prohibits health plans
from employing copay accumulator adjustment programs for prescription drugs, unless there is a medically
appropriate generic equivalent. The ongoing exclusion of this critical policy from the annual NBPP
rulemaking is not only disappointing but also detrimental, leaving patients exposed to exorbitant out-of-
pocket costs while health plans and PBMs reap significant profits. Patients enrolled in the ACA
Marketplaces deserve these protections.

We encourage Congress to work with HHS and CMS to prioritize the interests of patients and make
prescription drugs more affordable by ensuring that all copay assistance is counted toward the patient’s
annual cost-sharing requirements.

The True Impact of Vertical Integration

Rheumatology patients were among the first to experience the harmful repercussions of PBM business
practices because they are most intensely felt by individuals who are prescribed expensive specialty
medications. These business practices were built on a system of perverse incentives, where the higher a
drug’s list price, the greater the income potential for the PBM. As a result, prescription drug formularies
are designed to maximize PBM revenues, which explains how a $10,000 brand drug can gain formulary
access while its $450 generic is not covered. In 2024, over 98% of Medicare Part D prescription drug
plans covered brand-name Humira, while only 53% cover just one biosimilar adalimumab product.® These
formulary design decisions are disastrous for patients who pay coinsurances based on list prices.

The three largest PBMs (Big Three) —Caremark Rx, Express Scripts, and OptumRx— control 80% of the
prescriptions filled in the United States, according to the Federal Trade Commission.  This vertical
integration allows the PBM to control what medication patients can take (through formulary construction),
when they can take these medications (through utilization management), where they can purchase their
medications (through pharmacy networks), and how much they must pay for their drugs (through cost-
sharing). Currently, all of these decision points (what, when, where, and how) are leveraged to maximize
PBM profits rather than providing the patient with the best care at the greatest savings. This consolidated
healthcare system is not good for patients, and it ultimately decreases competition and increases costs for
the federal government.

Delink PBM Compensation from Part D Drug Prices

CSRO thanks Congress for including delinking provisions for Medicare Part D within the Consolidated
Appropriations Act, 2026. CSRO supports “delinking” for Part D drugs as it will break the connection
between the PBM’s compensation and the list price of the drug. Such policies would disincentivize PBMs
from preferring higher priced medications because they would no longer benefit from the size of the rebate.
Instead, PBMs would be reimbursed on a flat compensation fee — a model currently used by several more
transparent PBMs. This approach would improve program stewardship and beneficiary access to
affordable, clinically driven coverage. In the employer market, innovative PBMs are successfully using

7 HIV & Hepatitis Pol’y Inst. v. U.S. Dep’t of Health & Hum. Servs., Civ. A. No. 22-2604 (JDB), ECF No. 42. September 2023.
8 Patient Protection and Affordable Care Act. “HHS Notice of Benefit and Payment Parameters for 2026; and Basic Health
Program.” 89 Fed. Reg. 82,308

9 JAMA. “Formulary Coverage of Brand-Name Adalimumab and Biosimilars Across Medicare Part D Plans.” June 2024.
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this model and provide fully transparent compensation models that offer savings to employers and patients.
CSRO encourages Congress to expand on this policy and require delinking for all government plans as well
as commercial and employer sponsored plans.

Pass Manufacturer Rebates Directly onto Employers for Commercial Plans

PBMs claim to negotiate aggressive rebates and discounts that supposedly benefit employers and help keep
premiums down. However, patients rarely see the direct benefit of those “savings.” In reality, list prices
seem to be fictional for everyone except the patient, whose cost-sharing is often based on the full price. It’s
time for rebates and discounts to benefit the patient — not the PBMs, especially as many patients are enrolled
in health insurance plans that utilize high deductibles or significant cost sharing.

CSRO thanks Congress for including provisions that require PBMs to pass through rebates to employer
sponsors within the Consolidated Appropriations Act, 2026. CSRO supports policies that require
manufacturer rebates to bypass the PBM and require the rebates to go directly to the patient or to the
employer. Given the immense vertical integration of PBMs and health insurance companies, policies that
allow rebates to go directly to the health plan may have little impact in reducing patient expenses. Instead,
rebates that go directly to the employer allow employers to see immediate savings that can help reduce
healthcare costs for both employers and their employees. By reducing these healthcare costs, patients can
continue to take their prescribed medications and improve adherence and health outcomes. CSRO
encourages Congress to expand this policy by requiring rebate pass through to the patient for all health
plans.

Breaking Up Monopolies and Vertical Integration

The monopolistic control exerted by the largest PBMs and their parent companies, coupled with their
ownership of pharmacies, including specialty pharmacies, has led to inflated drug prices, reduced patient
access to essential medications, and placed financial strain on independent pharmacies. Controlling 80% of
the prescription market and the other aspects of the drug supply chain, from pricing to distribution, along
with medical health coverage, gives the Big Three a market dominance that makes it much harder to
dismantle their operations. When reforms are passed, these healthcare behemoths always seem to find a
way around them. Legal battles, such as the Big Three’s countersuit against the FTC, complicate efforts to
break up these conglomerates. The PBMs are still using the argument that they keep drug prices down and
any attempt to regulate them will result in soaring medication prices and a rise in health insurance
premiums. These threats should bolster Congress to recognize that allowing these entities to have such
power is unacceptable and must be contained.

The Patients Before Monopolies (PBM) Act (S.5503/H.R.8779), introduced by Senators Elizabeth Warren
(D-MA) and Josh Hawley (R-MO) alongside Representatives Jake Auchincloss (D-MA) and Diana
Harshbarger (R-TN), is a bipartisan bill that would require PBMs and health insurers (including the Big
Three) to divest their pharmacy businesses within three years. Enforcement authority is granted to the FTC,
the Department of Health and Human Services, the Department of Justice, and state attorneys general.
Mandated reporting of all divestitures to the FTC is included to ensure that further anticompetitive behavior
does not take place. Any ill-gotten revenue will be distributed by the FTC to harmed communities.

The bill will also prevent conflict-of-interest behavior by preventing PBMs from directing patients to their
affiliated pharmacies, which many argue inflate drug costs. It will inject much-needed transparency into
the realm of drug pricing and reimbursement for pharmacists. It would lead to increased fairness in the
pharmacy market, allowing independent pharmacists to compete on a level playing field. It will also sever
the PBM grip on specialty pharmacy decisions that keep the price of many generic specialty drugs out of
reach for patients.

The PBM Act represents a significant legislative effort to address the monopolistic practices of PBMs and



ensure fair competition in the pharmacy market. CSRO encourages Congress to advance this important
legislation as it holds the potential to create a more equitable and competitive healthcare landscape.

The Influence of the Medicare Drug Price Negotiation Program on the Part B Add-On Payment
The Inflation Reduction Act created the MDPNP, which allows Medicare to negotiate drug prices for select
medications annually. In 2028, the MDPNP will be able to set a Maximum Fair Price (MFP) on Part B
drugs. In September, CMS released the CY 2026 Medicare Physician Fee Schedule final rule, which
outlined the impact of the Part B drug negotiations on physician reimbursement.

Currently, CMS reimburses physicians at the Average Sales Price (ASP) plus a 6% add-on payment to
account for acquisition costs. According to the final rule, for Part B drugs selected for the MDPNP, CMS
will reimburse physicians at the MFP plus a 6%. Additionally, CMS will blend the MFP within the ASP
calculation, which will deflate the overall ASP calculation used by health plans in the commercial market.
According to a recent Avalere study, this change in Part B provider reimbursement could decrease the Part
B add-on payment by 42-61% in Medicare and could cut reimbursement by 12-18% in the commercial
market. '°

Impact on Rheumatology Practices

As mentioned previously, margins for practices engaged in buy-and-bill are thin. These practices depend
on the 6% add-on payment to account for variability in provider acquisition costs. Reimbursement rates
that do not sufficiently compensate for acquisition costs put healthcare practices at risk. CSRO believes the
MFP will cause a precipitous drop in Part B drug reimbursement calculations, which would lead to
inadequate, or “underwater,” reimbursement, forcing providers into an untenable position.

Extreme reimbursement reductions for these medications would be unsustainable for private physician
practices. In fact, as noted previously, some practices are already underwater on certain biosimilar
medications, forcing providers to choose between administering the drug at an unsustainable financial loss
or transferring the patient to another site of service that may be able to absorb the ASP loss, such as the
hospital. Ultimately, the patient may lose access to the prescribed medication altogether, which could result
in higher healthcare costs as a consequence of loss of control of their disease or the higher costs of an
alternative treatment.

Physicians Deserve a Solution

CSRO encourages Congress to advance the Protecting Patient Access to Cancer and Complex Therapies
Act, which would remove physician Part B reimbursement from the middle of MDPNP negotiations while
maintaining the savings secured under the Inflation Reduction Act for the federal government and Medicare
beneficiaries. This bipartisan legislation would protect 60 million Medicare beneficiaries’ access to Part B
medications by allowing CMS to apply the Maximum Fair Price to Part B drugs negotiated under the
MDPNP. It would remove the MFP from provider reimbursement calculations for Part B selected drugs
and instead basing reimbursement on ASP +6%, and it would require pharmaceutical manufactures to
directly pay CMS a retrospective rebate equal to the difference between the ASP + 6% and the MFP + 6%
for all Part B selected drugs. Most importantly, this bill would preserve patient coinsurance as written in
the IRA at MFP +6%.

skskok

10 Avalere Health. “Commercial Spillover Impact of Part B Negotiations on Physicians.” September 2024.
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On behalf of rheumatologists across the United States and the patients we serve, we appreciate your
consideration as you thoughtfully review opportunities to improve access and reduce the out-of-pocket
burden on patients. Please do not hesitate to contact us if you would like further details about these
important policy proposals.

Respectfully,
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