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COALITION OF STATE RHEUMATOLOGY ORGANIZATIONS

“Underwater” Biosimilars

Congressional Request

Direct CMS to establish a formulary adequacy standard for physician-administered drugs in Medicare Advantage,
ensuring plan-mandated, fail-first therapies are meaningfully available to beneficiaries and providing a timely pathway
to an alternative therapy when they are not.

Background

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.

Problem. Health insurance companies and their pharmacy benefit managers (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 the Centers for Medicare and
Medicaid Services (CMS) and have resulted in artificially low ASPs for some physician-administered biosimilars.

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.”

Impact. 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 the hospital setting for infusions increases 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.

The Solution

Medicare Advantage plans are already required to ensure access to covered services, but current requirements have
not topped "ghost formularies," where a covered drug exists on paper but is not actually accessible to beneficiaries. A
formulary adequacy standard would close this gap: plans would have to confirm that fail-first drugs on their formularies
can actually be obtained and provide a timely bypass to another biosimilar or reference biologic when a beneficiary's
treating physician cannot acquire and furnish the fail-first drug. This preserves continuity of care and brings Medicare
Advantage enrollees' access to therapeutic alternatives in line with what beneficiaries already have under Original
Medicare.
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COALITION OF STATE RHEUMATOLOGY ORGANIZATIONS

Protect Part B Drug Reimbursement

Congressional Request

Cosponsor the Protecting Patient Access to Cancer and Complex Therapies Act (H.R.4299) to remove physician Part B
drug reimbursement from the middle of Medicare Drug Price Negotiation Program (MDPNP) negotiations while
maintaining the savings secured under the /Inflation Reduction Act for the federal government and Medicare
beneficiaries.

Background

Inflation Reduction Act & the Medicare Drug Price Negotiation Program

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, which are outpatient
medications that are not typically self-administered and instead are provided to patients at a physician’s office or hospital
setting.

In October, 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. The ASP is a market-based price that considers the
weighted average of all manufacturer sales prices for the drug, including rebates and discounts.

For Part B drugs selected for the MDPNP, CMS will reimburse physicians at the MFP plus a 6%. CMS will also include
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

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 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 physician's office instead of the
hospital, reducing their exposure to hospital-based infections—a particularly important consideration for
immunocompromised individuals who receive physician-administered drugs.

However, 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. 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.

Given the thin margins these practices currently operate under, extreme reimbursement reductions for these
medications would be unsustainable for private physician practices. In fact, 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
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costs as a consequence of loss of control of their disease or the higher costs of an alternative treatment.

The Solution

CSRO urges members of Congress to support and 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:

e Allowing CMS to apply the Maximum Fair Price to Part B drugs negotiated under the MDPNP

e Removing the MFP from provider reimbursement calculations for Part B selected drugs and instead basing
reimbursement on ASP +6%

e Requiring 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

e Preserving patient coinsurance as written in the IRA at MFP +6%

Contacts

To cosponsor the Protecting Patient Access to Cancer and Complex Therapies Act (H.R.4299), please contact
hannah.king@mail.house.gov (Rep. Murphy) or emma.vogel@mail.house.gov (Rep. Gray). Contact

Erin Dempsey@barrasso.senate.gov (Sen. Barrasso) to become an original cosponsor upon reintroduction in the
119th Congress.

"Avalere Health. “Commercial Spillover Impact of Part B Negotiations on Physicians.” September 2024.
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Pharmacy Benefit Manager (PBM) Reform

Prevent PBMs from abusive practices that harm patients and increase the cost of healthcare

Congressional Request

Cosponsor the Patients Before Monopolies (PBM) Act (S.4509/H.R.8779) to stop vertical integration between health
insurance companies, pharmacy benefit managers and pharmacies that drives up the cost of healthcare for patients.

Background

Rheumatology patients were among the first to experience the harmful repercussions of PBM business practices
because these conditions regularly require 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 less than 54% 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 —Caremark Rx, Express Scripts (ESI), 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.

The Solution

The Patients Before Monopolies (PBM) Act 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. These
companies are required to reporting of all divestitures to the FTC 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.

Contacts

To cosponsor the Patients Before Monopolies (PBM) Act (S.4509/H.R.8779), please contact
Julia.Block@mail.house.gov (Rep. Harshbarger) or Nikita.Varman@mail.house.gov (Rep. Auchincloss). Inthe
Senate, contact Aaron _Yuratovich@hawley.senate.gov (Hawley) or Tess Byars@warren.senate.gov (Warren).
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" Journal of the American Medical Association. “Formulary Coverage of Brand-Name Adalimumab and Biosimilars Across Medicare
Part D Plans.” June 2024.
i Federal Trade Commission. “FTC Sues Prescription Drug Middlemen for Artificially Inflating Insulin Drug Prices.” September 2024.
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COALITION OF STATE RHEUMATOLOGY ORGANIZATIONS

Prior Authorization Reform

Remove unnecessary burdens from prior authorization requests to ensure patient access to
essential medications

Congressional Request

Cosponsor the Improving Seniors’ Timely Access to Care Act (S.1816/H.R.3514) to streamline the prior authorization
process enforced by health plans by providing transparency and oversight to the Medicare Advantage program.

Background

Prior authorizations are typically required by health plans before the health plan confirms coverage for services or select
medications. Rheumatoid arthritis medications are subject to some of the most intensive utilization management
requirementsin healthcare, including prior authorization and step therapy. Rational, clinically driven prior authorizations
can help control costs, but unfortunately this utilization management tool is often far from rational or clinically driven and
also differs greatly between health plans.

According to a study published in Arthritis Care & Research,’ 71% of patients required prior authorization to begin their
infused medications. Remarkably, 96% of all prior authorizations — including ones initially denied — were ultimately
approved, indicating that prior authorizations serve as a delay tactic used by health plans rather than a meaningful
“double-check” on clinical need.

Prior authorizations are incredibly burdensome for physician practices, requiring extensive staff time. They can also
interrupt or delay essential care, which can be harmful for patients managing chronic rheumatologic conditions. Any
disease progression caused by a delay in appropriate treatment can be irreversible, life threatening, and cause the
patient’s original treatment to lose effectiveness.

The Solution

CSRO urges members of Congress to support and advance the Improving Seniors’ Timely Access to Care Act, which
would reduce the prevalence of unnecessary prior authorizations and offer protections to over 33 million seniors enrolled
in Medicare Advantage (MA) health plans.i The bill would not prevent MA plans from utilizing prior authorizations for
services. Instead, this bipartisan legislation:

e FEstablishes a standardized electronic prior authorization program to be used by MA plans, beginning in 2028

e Streamlines the process for real-time prior authorization decisions being made for routinely approved services

e Requires the Secretary of the U.S. Department of Health and Human Services to review items and services

eligible for real-time decisions under the electronic prior authorization program
e Increases transparency around MA plans’ use of prior authorization

This bill received a markup in House Energy & Commerce in July 2026. It has over 300 cosponsors in the House and 70
in the Senate.

Contacts

To cosponsor the Improving Seniors’ Timely Access to Care Act (S.1816/H.R.3514), please contact
Max_ Seltzer@marshall.senate.gov (Sen. Marshall) or Colleen Nguyen@warner.senate.gov (Sen. Warner). Inthe House,
contact JP.Moreland@mail.house.gov (Rep. Kelly) or Julia.Grabo@mail.house.gov (Rep. DelBene).
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PArthritis Care & Research. Treatment Delays Associated With Prior Authorization for Infusible Medications: A Cohort Study. September
2019.

i USC Leonard D. Schaeffer Institute for Public Policy & Government Service. Medicare Advantage is Covering More and More
Americans—Some Because They Don't Get to Choose. April 2025
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COALITION OF STATE RHEUMATOLOGY ORGANIZATIONS

Step Therapy

Establish exceptions to step therapy protocols to ensure patient access to essential medications

Congressional Request

Cosponsor the Safe Step Act (S.2903/H.R.5509) to establish common sense exceptions to step therapy protocols
enforced by health plans and pharmacy benefit managers that limit access to essential medications.

Background

Step therapy is a utilization management protocol designed to control healthcare costs by requiring patients to try and
fail on an insurer-preferred medication before their health plan will cover the provider-prescribed medication.
Rheumatologists frequently navigate prescription drug formularies created by health plans and their pharmacy benefit
managers (PBMs). Far too often, the patient’s treatment plan is based on their pharmacy benefit formulary design
instead of purely on clinical decision making by their health care team.

Unfortunately, many patients and prescribing providers encounter unnecessary hurdles when navigating the process
to request exceptions, which can lead to delays in treatment, potential worsening of conditions, and increased
frustration for both patients and healthcare providers. Patients who suffer from complex chronic conditions, such as
rheumatoid arthritis and other rheumatologic diseases, require continuity of care to successfully manage their
condition. Patients may spend months or years of trial and error, working with their physician to find a treatment
regimen that properly manages their condition. The resulting course of treatment must carefully balance each
patient’s unique medical history and co-morbidities, as well as balance the side-effects of other drug interactions.
Slight deviations in treatment and variations between drugs caused by step therapy protocols can cause serious
adverse events.

While PBMs and health plans downplay the impact of step therapy protocols, patients and physicians know these
protocols can have long lasting effects. According to a recent study, step therapy protocols can cause patients to miss
work and can drive greater out-of-pocket costs compared to patients who were not subject to these “fail first” methods.
When patient out-of-pocket expenses increase, their rates of adhering to their medication regime significantly
decrease.

Adversely, studies show that when a patient’s rheumatoid arthritis is well-controlled, the health system actually saves
money." Patients in remission have proven to incur one-third less in total medical costs compared with patients in
high disease activity. These patients in remission also paid 56% less in out-of-pocket costs compared to those with
active flare ups.

The Solution

CSRO urges members of Congress to support and advance the Safe Step Act, which would establish step therapy
protocol exceptions and reporting requirements for group health plans through ERISA, providing protections to
approximately 133 million patients across the United States.' This legislation creates a limited, common sense
exception process in select scenarios in which the patient and their provider have demonstrated that the prescribed
medication is the most clinically effective drug to treat that patient’s condition. Thirty-seven states" have already
enacted some level of protection against step therapy protocols, improving patient access without increasing
premiums.
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The Safe Step Act requires these health plans to allow for exceptions to step therapy protocols when:

The patient is stable based on the prescribed medication already selected by their prescriber

The patient already tried and failed on the Step Drug (based on the prescribing health care professional's
opinion or information provided by the patient)

Delayed treatment would lead to irreversible consequences for the patient

The Step Drug will cause the patient to experience an adverse reaction (including physical or mental harm)
The Step Drug is expected to prevent the patient from performing daily activities or occupational
responsibilities

The patient is stable for their condition as a result of the drug or drugs selected by their prescriber and has
previously received approval or coverage for such drugs

The Secretary of the U.S. Department of Health and Human Services otherwise determines that there is need
for an exception.

The bill would also (i) allow granted exceptions to remain in effect for not less than one year; and (ii) create a 72-hour
timeframe for health plans and PBMs to process and respond to exception requests or a 24-hour timeframe if urgent
circumstances exist. The bill would not prevent health plans and PBMs from utilizing other step therapy protocols.

Contacts

To cosponsor the Safe Step Act (S.2903/H.R.5509), please contact tre.lind@mail.house.gov (Rep. Allen) and
cassidy hobbs@murkowski.senate.gov (Sen. Murkowski).

"Xcenda. “The Impact of Step-Therapy Policies on Patients.” December 2019.

i Rheumtaol Ther. “The Economic Benefit of Remission for Patients with Rheumatoid Arthritis.” July 2022.

il U.S. Department of Labor. “Report to Congress: Annual Report on Self-Insured Group Health Plans.” March 2023.

AR, AZ, CA, CO, CT, DE, FL, GA, IA, IL, IN, KS, KY, LA, MA, MD, ME, MN, MO, MS, NC, NE, NJ, NM, NV, NY, OH, OK, OR, PA, SD, TN,
TX, VA, WA, WI, WV, WY
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Advocacy 201 Overwew. Priorities & Terms

Below is an overview of the key CSRO policy priorities and terms that will be discussed during the dedicated issue
panels at the CSRO Advocacy Conference.

PROTECTING PHYSICIAN PRACTICES

Prescription Drug Affordability Board (PDAB): A state board appointed by the governor and legislature to review
drug prices and identify medications it considers “unaffordable.”

e Upper Payment Limit (UPL): A price ceiling on transactions for a selected drug, typically applying to
manufacturers, pharmacists, and providers — but notably not to health plans and PBMs.

Medicare Physician Fee Schedule (MPFS): The annual list of Medicare payment rates for physician services, based
on relative value units and a conversion factor.

Average Sales Price (ASP) + 6%: Medicare Part B’s primary payment method for physician-administered drugs:

e Average Sales Price: The average price manufacturers receive from U.S. purchasers, net of rebates and
discounts, reported quarterly to CMS.

e 6% Add-on Payment: The amount Medicare Part B pays on top of a drug’s ASP to reimburse providers for
physician-administered drugs.

*Please note: The 6% is before sequestration. Most practices receive closer to 4.3% for their add-on payment.

Underwater Biosimilars: Biosimilars (biologics highly similar to an FDA-approved reference biologic) for which
physicians are reimbursed significantly below the drug’s acquisition cost, while health plans and PBMs capture
sizable manufacturer rebates.

Medicare Drug Price Negotiation Program: A program created by the Inflation Reduction Act that allows CMS to
negotiate a “maximum fair price” directly with manufacturers of select high-cost Medicare Part B and D drugs each
year.

e Maximum Fair Price (MFP): The highest price Medicare will pay for a negotiated drug.

PBM REFORM

Pharmacy Benefit Manager (PBM): A third-party vendor that serves as a middleman between health plans,
manufacturers, and pharmacies — negotiating rebates and developing drug formularies (the list of drugs a health
plan covers).

Rebate Pass-Through: Policy requiring manufacturer rebates to go directly to patients or health plan sponsors (e.g.,
employers) instead of PBMs.

Delinking: Separating PBM compensation from the list price of a prescription drug. For example, by paying PBMs a
flat fee instead of a percentage of the price.

Divestiture (removing vertical integration): Requiring a parent company to reorganize or relinquish control of a PBM,
health plan, and/or pharmacy so that it no longer owns and controls multiple parts of the drug supply chain.

UTILIZATION MANAGEMENT

Employee Retirement Income Security Act (ERISA): A federal law that sets standards for employer-sponsored
benefit plans, including many employer-sponsored health insurance plans. ERISA determines which health plans
are subject to federal regulation and which state insurance laws can apply to them.



Copay Accumulator Adjustment Program: Health plans and PBMs accept payments from a patient’s copay
assistance card (money a third party provides specifically for the patient’s benefit) but refuse to count any of it
toward the patient’s annual deductible or out-of-pocket maximum.

Alternative Funding Program: A health plan excludes specialty drugs from coverage, then uses a third-party vendor
to obtain the drug by presenting the patient as uninsured — despite active coverage — through:

o Charitable assistance programs
o Drug manufacturer patient assistance programs
o Drugimportation or medical tourism

Maximizer Program: Health plans and PBMs determine the full annual value of a patient’s copay assistance, then
raise the patient’s cost sharing for that drug to match it, spreading the amount across the year. This drains the
financial assistance meant for patients.

Prior Authorization: A cost-control measure that requires providers to obtain approval from a patient’s health plan
before delivering a specific medical service in order for it to be covered. CSRO advocates for prior authorization
reforms that:

Reduce administrative burden on practices

Establish a standardized electronic prior authorization process
Allow real-time decisions for urgent and routine requests
Increase transparency requirements

O O O O

Step Therapy (Fail First): Another cost-control measure that requires patients to try and fail one or more insurer-
preferred drugs before their health plan will cover the physician-prescribed medication. Insurers often use step
therapy to favor drugs with the highest rebates — boosting insurer and PBM profits at the expense of patients. CSRO
advocates for step therapy reforms that ensure:

o Transparent exception processes
o Timely insurer decisions
o Protocols based on clinical criteria

ADDITIONAL PRIORITIES & TERMS

The following CSRO policy priorities and terms will not be the focus of the Advocacy Conference issue panels, but
brief definitions are included for reference in case they come up during Conference discussions.

340B Drug Pricing Program: A federal program that requires drug manufacturers participating in Medicaid to sell
outpatient drugs at a discount to eligible safety-net hospitals and clinics serving low-income and uninsured patients.

e Contract Pharmacy: An external, non-hospital-owned pharmacy that a 340B covered entity contracts with
to dispense 340B-priced drugs to its patients.

Self-Administered Drug (SAD) Exclusion List: A list of drugs excluded from Medicare Part B (medical benefit)
coverage and shifted to Part D (pharmacy benefit) because they are deemed “usually self-administered” by patients.

Specialty Pharmacy Mandates (White Bagging): A requirement by payers or PBMs that patients use a specific
specialty pharmacy — typically owned by the PBM — to acquire physician-administered medication.
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