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What Is Step Therapy?

Definition

Step therapy, or
“fail first”, is a
utilization
management tool
health insurance
companies use to
control the order in
which a patient
takes certain
therapies approved
for a given
condition.

Which Diseases Is Step

Therapy Applied To?

Step therapy is
applied to a wide
range of diseases
and conditions
including psoriatic
disease, cholesterol
lowering, mental
health, diabetes,
HIV/AIDs, hepatitis,
cancer and
heartburn/ulcer and

high blood pressure.

How Does Step Therapy

Affect Patients?

Under step
therapy, a patient
must try one or
more medicines
chosen by their
insurer before
coverage is granted
for the drug
prescribed by that
patient’s health
care provider.




How Is This Impacting Patients Access to Care
and Providers Ability to Care for their Patients?
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Step Therapy In the News
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Legislative Efforts at the State Level

Louisiana

* Passed laws to regulate commercial
insurers use of step therapy

* Override provisions
available for previous
failure, expected
ineffective and likely to
do harm

 Examples include:
o Physician override

o Clinical review Vermont
o Time required on plan * Override provisions
available for ban on
mandated thera Py _ repeat trials with the
o Ban on step therapy for certain same drug and ban on
classes forced off-label

o Grandfathering

Connecticut

* Some states are currently
evaluating the impact of step
therapy on patient access and care

* Override provisions
available for previous
failure, expected
ineffective, likely to
harm and not in
patient’s best interest



What Have States Done?

Existing
. State Laws
| CT, KY, LA,

MD, MS,
WA

s

2015-16
states
Considering
Legislation

AR, CA, FL,
IL, MA,
ME, MN,
MO, NC,
NY, OH




What Is In the Model Bill?

Clinical Review

e Legislation should ensure that step therapy protocol is based on the
most appropriate and current clinical guidelines and developed by
independent clinical experts

e Legislation should establish basic exemption requirements to ensure step
therapy is safe for patients

e Includes contraindications, previous drug failure, drug ineffectiveness,
and consideration of patient’s current drug regimen

Process Transparency for Exceptions

e Legislation should require insurers to allow providers to use current
processes for step therapy exemption request as well as ensure those
processes are transparent and readily accessible to patients and
healthcare providers




State Access to Innovative Medicines Coalition
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