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Medicaid and Specialty Drugs: Curr@uicy Options

Objective

To describe Medicaid policy options available to states for managing prescription specialty drugs,
focusing on: drug payment and pricing strategies, utilization management, and managed care .

Introduction

Prescription drug costs are the fastest growing segment of U.S. health care spending. With the
continued release of new and innovative therapies, state Medicaid programs are under increasing
pressure to provide accesst o these drugs, while managing competing priorities and  program
budgets. As st at e sstithmas kepdtts € ”Hrpgs illustrata, soaring costs of
specialty drugs have exceeded Med icaid budgets, forcing state agencies to r equest additional
funding from their legislatures , straining a llocation of public resources, and putting other
programs at risk .

Faced with this challenge, state Medicaid programs are in need of policy options to manage costs
and ensure beneficiary access to effective  and safe specialty medications. Under the federal
Medicaid Drug Rebate Program (MDRP), states have access to rebates that have historically helped

to control outpatient prescription  drug spending . In exchange, however, state Medicaid programs
must cover all drugs produced by manufacturers  who have signed federal rebate agreements.  For
new, high -cost specialty therapies with few  or no competitors, states have raised concern that
federal rebate requirement s hinder states/Aability to negotiate drug pricing and coverag e
(National Association of Medicaid Directors [NAMD] , 2016).

Given these concerns, t his report r eviews current state strategies to manage  specialty drugs, and
consider s how coverage of new drug s entering the market is driving the need for policy changes.
The report focuses on state policy options in three major areas:

1 Medicaid drug payment and pricing strategies
1 Utilization management
1 Managed care coverage of specialty drugs

States highlighted throughout the report illustrate a diversity of state appr  oaches in each of these
areas.

Report Methods and Terms

This report is based on a review o f federal and state laws and policies, policy literature , and
interviews with  state Medicaid pharmacy directors and managers. States interviewed were
selected to represent a range of Medicaid program sizes and structures, representing both fee -for -
service (FFS)and managed care deli very models (See Table 1). SeeAppendix A for detailed report
methods.

Pharmacy policy is a topic involving many acronyms and specialized terms. As a general
reference, Appendix B defines acronyms and terms used throughout this report
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Table 1. State sAProgram Size and Structure

Program Managed
State Size FFS Care
Idaho ~282,000 100%
New York ~6.2 million 25% 75%
North Carolina ~1.9 million 100%
Oklahoma ~ 787,000 100%
Pennsylvania ~2.8 20% 80%

million
Texas ~4.7 15% 85%

million
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Current Medicaid Policy Strategies and Key Takeaways

St atesA experi enc e s -cagtispebialtyrdaugsaefldactrkey cadmpogdnts of effective
management strategies for Medicaid populations, as well as the limits of existing policy tools.
This section reviews key strategies and takeaways from current state efforts to manage

specialty drugs in three focus areas: drug payment and pricing, utilization management, and
coverage of prescription drug benefits through managed care pl ans.

Drug Payment and Pricing Strategies

¥ High -cost specialty drugs have underscored the limits of the MDRP as a tool for

controlling Medicaid prescription drug costs. In exchange for entering into a national rebate

agreement with the Secretary of Health  and Human Services (DHHS), manufacturers are

assured Medicaid coverage of their drugs (Social Security Act, Section 1927). Although

historically the MDRP has helped to reduce Medicaid drug costs, state Medicaid policymakers

are increasingly concernedthat t he pr ogramAs coverage requirements hi
effectively negotiate pricing and coverage of newer specialty drugs, particularly those that

donAt have therapeutically equivalent competitors.

¥ Medicaid payments to pharmacies and providers for specialty and other prescription
drugs are calculated based on percentages of what the pharmacies and providers pay for the
drugs - these formulas do not address the underlying rationale of the drug price itself. Over the
last decade, legal challenges and government research have raised concern that the
benchmarks used to calculate drug reimbursement amounts are significantly higher than

actual amounts paid by pharmacies and providers. Most recently, in February 2016, the Centers
for Medicare and Medica id Services (CMS) released a final rule requiring states to shift to actual
acquisition cost (AAC) reimbursement models for drugs provided through outpatient

pharmacies. The AAC reimbursement model is based on survey data of pharmacies to

determine actual costs paid for drugs.

¥ State Medicaid programs may seek to maximize drug savings through 340B drug prices,
although limited access to the federally determined 340B ceiling prices makes 340B policy
implementation administratively burdensome to implement. Most states expect entities
participating in the 340B program to bill the state at the AAC for 340B drugs, which is generally
lower than Medicaid drug prices. However, because 340B ceiling and sub -ceiling prices are
proprietary, states must rely on post -payment reviews to determine payment accuracy. To
avoid duplicate discounts, states may forgo submitting 340B drug claims for federal Medicaid
rebates. Some states have developed programs to take advantage of drug pricing offered
through 340B Hemophilia Trea tment Centers, requiring Medicaid beneficiaries with
hemophilia to receive care through these providers.
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(7 There is growing interest among Medicaid policymakers to move toward alternative

drug pricing models that reflect the underlying value a drug p rovides with respect to

effectiveness and clinical outcomes. In March 2016, the NAMD submitted a letter to the U.S.

Senate Finance Committee underscoring state Medicaid
fundamental sustainability of Medicaid programs and the limi ts of existing policy levers to

negotiate pricing for new drugs with record -breaking price tags. Prescription drugs have been

left outside of value -based payment models developed for other health care services, and

NAMD emphasized the need to considerthe r ol e of 3val ueij in the pr
determination of drug price (NAMD, 2016).

Utilization Management

¥ States use prior authorization as a primary tool to manage high -cost specialty drugs,
focusing on criteria to encourage appropriate use of the drugs, patient adherence, and
discouraging waste. For newly released drugs, some states require prior authorization for an

initial period to allow time to determine whether ongoing prior authorization or other tracking

is needed. A number of states have limited the number of brand prescriptions that beneficiaries
may fil |l . StatesA ability to prior authorize c
state law protecting conditions such as oncology, human immunodeficiency virus (HIV),

hepatitis C, from coverage restrictions.

¥ In recent months, CMS issued guidance raising concerns that state prior authorization

criteria in the case of hepatitis C drugs were more restrictive than allowed by federal law (CMS,

2015b). Federal law allowsstat es t o | i mit coverage of drugs t
indications,j defined as Food -appnoded iDdicatigns@ndaffi rRi str ati o
label uses supported by certain drug compendia (Social Security Act, §1927(k)(6)). States

underscored concern that the recent CMS guidance undermines state authority and well -

established processes through state advisory committees and drug utilization review (DUR)

boards to review evidence and make these determinations. In the case of hepatitis C drugs,

states were also forced to create narrow coverage requirements based on the available medical

evidence and i mpact of the drugsA costs on state bud:¢

¥ Care management involving close monitoring of side effects and response to treatment

is essential for optimizing patient use of specialty medications and managing costs. Many states

have developed disease -specific care management programs for conditions such as hemophilia,
multiple sclerosis, hepatitis C and hereditary angioedema, where patient adherence t o high -cost
medications is important to successful outcomes. In addition, states have developed medication
therapy management programs or contracts with specialty pharmacies to assist beneficiaries

with understanding and managing their health conditions an d medications. States also work to
link patients to broader care management services to support beneficiaries with multiple

health conditions, behavioral health needs, and socioeconomic challenges such as stable

housing or transportation to medical appoint ments.
























































































































