October 2, 2026

The Honorable Ron Wyden
Ranking Member

Senate Finance Committee

United States Senate

219 Dirksen Senate Office Building
Washington, DC 20510

The Safe Step Coalition and the 123 undersigned organizations submit these comments in
response to your request for information on “Health Care Coverage That Works for
Everyone.” The overarching goal of our comments is to propose policy changes designed to
ensure timely access to the treatment plan designed by patients and their clinicians.

The Safe Step Coalition (hereinafter referred to as “the Coalition”) is a broad alliance of
patient advocacy organizations, medical professional societies, and clinician groups that
aims to reform the insurance practice known as step therapy. Our Coalition represents
millions of patients with life-threatening, complex, chronic conditions and the health care
professionals who care for them. The Coalition exists to prevent delays in access to
clinician-prescribed treatments and advance proposals that would establish patient
protections through a fair, timely exceptions process for step therapy.

For many patients and caregivers, the practical experience of health insurance coverage is
shaped less by formal benefit design than by whether prescribed therapy can be approved,
adjudicated, dispensed, or administered in a timeframe consistent with clinical need.
Delays in starting or continuing a needed therapy or treatment can lead to symptom
exacerbation, avoidable disease progression, and disruptions that are difficult to reverse
once treatment momentum is lost."? The stakes are especially high when a therapy is time-
sensitive, when a patient is stable on their existing treatment, or when failure to access a
treatment may alter the course of the patient’s disease.

We commend the Committee for considering diverse policy options to improve the way
health insurance works in the United States and to ensure that it is affordable for everyday
Americans. We recommend that the Committee consider the following issues when
designing a future health insurance framework:
e Prior authorization reforms should protect patients and promote operational
workability
e Insurance plans should be required to establish a clear, standardized process to
request an exemption from step therapy

T Kyle MA, Keating NL. Prior authorization and association with delayed or discontinued prescription fills.
J Clin Oncol. 2024;42(8):951-960. https://doi.org/10.1200/JC0.23.01693.

2 Henry T. Prior Authorization Delays Care and Increases Health Care Costs. American Medical
Association. August 12, 2024. Accessed September 15, 2026 from https://www.ama-assn.org/practice-
management/prior-authorization/prior-authorization-delays-care-and-increases-health-care.




e Approaches should support continuity of care

Prior Authorization Reforms Should Protect Patients and Promote Operational
Workability

For many people living with chronic diseases, disabilities, rare conditions, cancer, or other
serious illnesses, prior authorization can be among the most consequential forms of
utilization management.®* Prior authorization, once a rare requirement, has become
increasingly common and more stringent. Between 2009 and 2019, Medicare Advantage
plans increased their use of prior authorization for 12 of 15 service categories, including
diagnostic procedures (45.7% vs. 63.7%), diabetic supplies/services (42.3% vs. 60.3%),
and psychiatric services (42.7% vs. 57.0%).°% In 2024, Medicare Advantage insurers denied,
on average, 7% of prior authorization requests and this increased to an average of 12% in
2025.%7 Most critically, prior authorization denials are often overturned upon appeal,
proving that the care was medically necessary.® These delays in care due to prior
authorization denials lead to preventable negative health outcomes.®"

We encourage the Committee to require policies that strengthen patient protection, reduce
duplicative burden, and promote implementation that is operationally workable for plans,
clinicians, pharmacy benefit managers, and other entities participating in the process.
Ultimately, the value of any new framework will depend on whether it functions reliably
under real-world conditions, including when patients move across benefit pathways,
change plans, coordinate among multiple clinicians, or rely on caregivers to navigate the
process. For that reason, the Coalition encourages the Committee to implement reforms
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that produce measurable improvements in operational usability, continuity of care, and
reduced patient and clinician burden, including:

e Require standard electronic prior authorization claims submission and processing
through a framework that reduces delay for all medications (including both drugs
covered under the medical benefit and those covered under the pharmacy benefit)

e Promote implementation approaches that reduce duplicative documentation
requests and minimize manual workarounds

e Require automatic approval when payers fail to meet applicable review deadlines

e Require continuity of care protection that maintains access to existing therapy
during pending appeals or patient transitions between health plans

e Prohibit prior authorization frameworks that are more restrictive than the relevant
and current clinical practice guidelines

e Require prior authorization denials to be reviewed by appropriately qualified
specialists with relevant expertise in the disease or condition for which the
treatmentis being requested

e Denials should trigger an automatic appeal and require the payer to provide
communications that are sufficiently specific, timely, and operationally useful to
support prompt correction, resubmission, and exception requests

e Strengthen public reporting and metrics so that prior authorization data are
meaningful and interpretable for patients, advocates, clinicians, plans, and
regulators

Insurance Plans Should Be Required to Establish a Clear, Standardized Process to
Request an Exemption from Step Therapy

Step therapy (also known as “fail first") requires patients to try an insurer-preferred
treatment and prove that it has failed to sufficiently treat their condition before they get
access to the treatment originally prescribed by their clinician. While the problems
associated with step therapy closely align with those caused by prior authorization, the
remedies are separate and distinct. Implementing the recommendations mentioned above
will not, by itself, solve the issue of step therapy.

Many of our patients suffer from chronic, progressive, or degenerative diseases. Effectively
managing these diseases requires a highly personalized long-term strategy overseen by a
specialized clinician. When insurers impose step therapy, they override clinician-
prescribed treatment plans, forcing patients to cycle through alternative medications
regardless of their clinical needs or the potential danger to the patient. For example, a large
insurer imposed a new step therapy protocol at the start of the 2026 plan year that required
patients to “step through” between 9 to 13 different medications, using each for 3 months,
before obtaining coverage for a newer advanced therapy.' If a patient worked through each
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required step, it would take more than 2 years before the patient would gain access to their
clinician-prescribed treatment. For patients with degenerative diseases, the time spent
cycling through these ineffective therapies often leads to severe health consequences. The
dangers of unmitigated step therapy protocols include:

e Irreversible Disease Progression: Step therapy delays access to targeted advanced
therapies that are superior in halting disease progression. Active, unmitigated
disease significantly increases the risk of disease progression, loss of function,
permanent disability, or even death.'21314

e Direct Contradiction of Clinical Guidelines: Fail-first protocols often directly conflict
with the clinical practice guidelines for many disease states, requiring more steps
than are recommended by clinical evidence.®

e Compounded System Costs: Step therapy fails as a cost-cutting tool. Forcing
patients to use less safe or ineffective drugs can lead to preventable emergency
room visits, prolonged hospitalizations, surgeries, and other health complications
that require intensive health interventions.'® Multiple studies have shown that the
delays caused by step therapy led to increased health system costs, often within the
same plan year.'”:18.19
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e Clinician Administrative Burden: Appealing step therapy protocols imposes an
unsustainable administrative burden on medical practices, redirecting limited
clinical staff away from direct patient care in order to manage insurer paperwork.?° 2!

Supporters of step therapy often argue that it prevents unnecessary care or direction to
higher-cost medications when cheaper options suffice.?? However, there is clear,
documented evidence of insurance plans requiring clinically stable patients off their
medication to repeat the arduous, mentally and physically taxing, and medically harmful
process of step therapy.232?* Stable patients can be faced with new step therapy
requirements when they switch insurance carriers, when their existing plan changes the
formulary, and even at the start of the plan year when a patient’s plan updates its utilization
management requirements.

Therefore, we recommend that the Committee require all insurance plans to establish a
clear, standardized process for patients and clinicians to request an exception to step
therapy. Plans should be required to respond to exception requests within 72 hours of
receipt under normal circumstances and within 24 hours in case of a medical emergency.
Plans should be required to grant a step therapy exception to patients who meet one or
more of the following criteria:
e The patient already tried the insurance-preferred drug(s) and it did not work
e Delayed access to the originally prescribed treatment will cause irreversible health
consequences
e Theinsurance-required drug(s) will cause harm to the patient
e Theinsurance-required drug(s) will prevent a patient from attending school, working
or fulfilling activities of daily living
e The patient’s condition is stable on their current medication

To ensure that this process is standardized, that patients and clinicians have sufficient
information to make informed decisions, and that continuity of care is prioritized, we
recommend that the Committee:
e Creates a standardized process across all health insurance plans for step therapy
exceptions that requires all payers to:
o Allow the patient or clinician to present their clinical rationale for the request
o Use standard forms and instructions for step therapy exceptions
o Request the same information (e.g., medication and medical history) to be
submitted to support the exception request
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o Use the same set of criteria for determining when an exception request
meets the standardized policy

o Provide exception denials that include patient-specific information detailing
the payer’s clinical rationale for denying the request (e.g., national medical
society’s guidelines, peer-reviewed clinical literature), the alternative
treatment covered by the plan, and a description of the right to an appeal

e Requires allinsurance plans to provide the following information, in plain language,
using a standardized format, and in an easy to access location, to patients and
clinicians:

o Patient-specific utilization management requirements, including which
treatments, services, and prescription drugs have step therapy requirements,
prior authorization requirements, and/or formulary restrictions

o Patient-specific cost-sharing information for each treatment, service, and
prescription drug

o For prescription drugs and services subject to step therapy, a clear
description of the exact step therapy requirement(s) for each applicable
service/drug

o References to the documented, conclusive clinical evidence that the
insurance-required medication/treatment is as effective and safe as the
initial, clinician-prescribed medication

o Clear description of the criteria used to determine the appropriateness of a
step therapy exception

o Effective dates of step therapy policies

e Support continuity of care by requiring a new health insurance plan to apply the
previous payer’s determination that a patient has satisfied step therapy
requirements and creating clear eligibility standards for continuity in coverage by:

o Mandating that insurance programs provide continuity of coverage for their
existing patients, even if the payer expands or alters their step therapy
protocols

o Mandating patient eligibility for continuity in coverage by their new payer,
even if the prior payer required fewer or different steps than the new payer

o Mandating that plans recognize the completion of their own step-therapy
process across all benefit categories, sites of care, and across plan years

To continually evaluate the effectiveness of new policies, we also recommend that the
Committee design future systems with public reporting in mind. Therefore, we believe that,
at a minimum, insurers should be mandated to publicly report available data (as allowed
under existing patient privacy protections) on the following variables:

e Medications, diagnostic tests, and/or procedures that are subject to step therapy

e The health indication that the medication/test/procedure is used to treat

e Total number of step therapy exception requests received by the payer

e The results of all step therapy exception requests (approvals, denials)
e Reasons for exception request denials



e Total number of exception denials overturned on appeal
Framework Should Support Continuity of Care

Although we highlighted specific recommendations that support continuity of care as it
relates to step therapy in the above section, we think it is important to more broadly
encourage the Committee to design approaches that consider how the proposed insurance
framework can better support continuity of care for patients already established on
therapy.

For many patients, the problem is not solely the initial insurance approval, but the repeated
disruption that occurs when treatment must be reauthorized in ways that do not reflect the
patient’s established clinical history or prior evidence of medical necessity.?® This concern
is particularly important when patients experience changes in coverage, payer or
processor, or transitions between sites of care. A patient who has already demonstrated
clinical need for a particular therapy, already established treatment stability, or already
satisfied earlier prior authorization and step therapy requirements should not be required
to repeatedly reconstruct the same evidentiary record simply because administrative
responsibility has shifted. The Coalition therefore encourages the Committee to consider
how policy changes can better support recognizing established treatment history and prior
determinations where appropriate.

Additionally, the proposed insurance framework should support coordination across
prescribing, dispensing, administration, and follow-up care. For many patients with
complex or ongoing needs, relevant clinical information is dispersed across multiple actors
and systems, including treating clinicians, pharmacies, specialty pharmacies, infusion
providers, plans, pharmacy benefit managers, and caregivers. The framework's value will
depend in part on whether those actors can access current, consistent information on
prior authorization status, step therapy protocols, required documentation, decision timing
and outcomes, and approval duration.

Conclusion

The Coalition believes medical decisions should remain in the hands of clinicians and their
patients, notinsurance companies. For millions of Americans, timely access to targeted
therapy is the difference between achieving clinical remission and suffering irreversible
disease progression. We urge the Committee to protect beneficiaries by reining in
aggressive prior authorization and step therapy protocols. We also implore you to establish
a fair, swift, and transparent step therapy exemption process and support patient
continuity of care.

25 American Medical Association, “Fixing Prior Auth: We Must Ensure Continuity of Care,” accessed June
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On behalf of the Safe Step Coalition, we thank the Committee for the opportunity to
provide input, and we look forward to collaborating with you to improve health care for
patients living with chronic diseases. Should you have any questions or if we can be of
assistance, please contact Liz Siembida with the National Psoriasis Foundation, at
lsiembida@psoriasis.org or Hayley Dempsey with the Arthritis Foundation, at
hdempsey@arthritis.org.
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