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Step Therapy Reform: Oncological Conditions

Overview of oncological conditions

Oncological conditions, primarily various kinds of cancers and tumors, have a wide variety of symptoms and
affect an array of organs and systems." No two patients are alike; each requires highly individualized care to
best address their specific conditions while accounting for age, medical history, disease progression,
expected outcome, and treatment risks and alternatives, among other things.> Cancer treatment can
involve a whole team of providers across various disciplines or specialties.? Cancer has a significant societal
impact, with roughly 1.7 million new cases in the United States each year and patient out-of-pocket costs
reaching $4 billion annually.*

What is step therapy?

Step therapy policies, also referred to as “fail first,” require insured individuals to try and fail on alternative
treatments, sometimes with adverse effects, before the insurer or pharmacy benefit manager will cover the
prescribed treatment.

Problems with step therapy

Step therapy policies can be unethical and inconsistent with standards of care, resulting in interference
with the practitioner-patient relationship and significant delays in access to prescribed treatments.>

Step therapy requirements can be especially burdensome for patients who need highly individualized care.
For them, trying and failing on alternative treatments may not be in their best interest.® This could be due
to lack of efficacy, lack of therapeutic equivalence, the patient’s preference regarding the medication and
its associated side effects, or clinical characteristics unique to the patient that necessitate one treatment
over another.” Yet, the time that the patient spends trying and failing on the alternative treatment could
cause the patient’s condition to progress or relapse due to the treatment’s ineffectiveness.®

How does step therapy negatively impact patients with oncological conditions?

Step therapy poses major health risks to individuals with cancer. An oncologist’s choice of initial treatment
may be based on a variety of factors including the patient’s comorbidities, and potential medication
interactions or intolerances. If an insurer takes a one-size-fits all approach and requires a patient to first
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step through a medication that is less effective than the medication carefully selected by the health care
provider, then the patient’s condition could progress. Such ineffective treatment could result in serious
consequences including premature death.? Step therapy sometimes also limits the use of ancillary or
supportive care medications to treat side effects, leaving patients uncomfortable during their treatment.™
Furthermore, some step therapy protocols require treatments for which no financial assistance is available.
As a result, patients can incur significant out-of-pocket costs during treatment.”

In sum, while step therapy policies are put in place to reduce the insurer’s costs, step therapy can actually
increase the overall cost of care where the insurer’s required treatment proves ineffective, leading to more
tests, procedures, or other treatments than would have resulted had the patient started with the provider’s
preferred medication.™

Patient story

A patient being treated for lung cancer was responding well to the chemotherapy medications prescribed
by her oncologist.” The oncologist allowed the patient a “temporary break” from chemotherapy to get
some relief from the side effects before attempting to restart treatment. The patient’s insurance company
refused, finding that the temporary break was evidence that the treatment failed, and required the patient
to move to another treatment, despite the patient having only a five percent chance of responding to the
insurer-required treatment. When the treatment failed to work, as the oncologist expected, the insurer
required another treatment that was not prescribed by her oncologist, rather than a return to the first
treatment recommended by her doctor that was proven to be effective for her. The patient was only
allowed to return to the first treatment after switching insurers in the midst of cancer treatment.
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