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CASE AND COMMENTARY

How Should Physicians Steward Limited Resources While Ensuring That
Patients Can Access Needed Medicines?

Pete Croughan and Rebekah E. Gee, MD, MPH

Abstract

Hepatitis C poses public health and fiscal crises for state Medicaid
programs trying to respond to this epidemic. Meager funding streams, a
lack of negotiating power, and escalating pharmaceutical prices
exacerbate the financial strain placed on these programs as they struggle
to meet public health priorities. The Louisiana Department of Health has
adopted a subscription model for hepatitis C treatment, but costly
medications continue to challenge states’ capacities to cover patients
who need costly drugs.

Case

Dr X serves as chief medical officer for the state Department of Health and sees patients
at a local federally qualified health center. Recently, an exciting, expensive new drug was
released, which cures all strains of hepatitis C. The state Department of Health
approaches Dr X to help draw up Medicaid access guidelines for this new drug, citing that
the state cannot afford to cover this drug for all patients with hepatitis C. The Secretary
of the Department of Health asks Dr X to define clinical criteria, such as liver fibrosis
stage or substance use status, to help prioritize which patients should have access to the
drug under Medicaid. Dr X understands the reality of the state’s financial restrictions and
agrees to offer a prioritized list of clinical criteria.

Later that week, upon examining the health record of a patient, Mr R, Dr X notices that
Mr R has a prior hepatitis C diagnosis. A note in the record suggests that Mr R wasn't
approved by Medicaid to receive therapy for hepatitis C because of his continued
substance abuse. Mr R has gone through multiple substance abuse treatments in the
past and has relapsed back into self-abusive behaviors soon after each treatment. Dr X
also notices that Mr R is jaundiced, however, and remains concerned that Mr R has
advanced liver damage. Dr X sends Mr R for liver function testing, fearing that Mr R will
not qualify for a liver transplant if his test results show poor function. If that's the case, a
pharmaceutical agent might be Mr R's best hope for treatment.

Dr X wonders how to balance the need for population-level guidelines about access
against interests of individual patients like Mr R.
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Commentary

This case demonstrates a tension between fiscal and clinical needs regarding costly
prescription drugs for hepatitis C. To help think through this case, we consider how this
kind of tension has been managed in Louisiana.

In 2013, hepatitis C killed more Americans than 60 other infectious diseases combined,’
and it represents a public health and fiscal crisis. The opioid epidemic has furthered the
spread of the hepatitis C virus.? According to the Louisiana Office of Public Health, an
estimated 89 000 Louisianans are infected with it.> A large proportion of these
individuals have medical expenditures paid by the state, either through Medicaid or the
Department of Corrections. However, the high costs of drugs that eliminate this virus—
even accounting for federal and supplemental rebates—prohibit the state from
providing them to larger numbers of patients. In 2017, Louisiana treated less than 3% of
known hepatitis C infections among patients covered by Medicaid.*

Some Medicaid programs are now seeking to leverage substantial decreases in
pharmaceutical costs through new strategies such as closed formularies and spending
growth caps.® Although the Medicaid Drug Rebate Program confers a notable benefit of
guaranteeing Medicaid programs’ access to the best price in the market, it also requires
state programs to cover almost every medication of manufacturers who sign a national
rebate agreement with the Secretary of the US Department of Health and Human
Services.” According to the Medicaid and Children’s Health Insurance Program Payment
and Access Commission, total Medicaid spending on outpatient drugs increased 38.2%
from 2013 to 2015, largely attributable to the introduction of branded formulations of
sofosbuvir, ledipasvir/sofosbuvir, and ombitasvir/paritaprevir/ritonavir and dasabuvir.®
Meanwhile, most states are required by law to balance their budget each year,’ creating
a zero-sum predicament: If one area of the budget increases unexpectedly, another area
must be cut to compensate. Where should cuts be made?

Competing Challenges for Sparse Funds

According to the 2018 America’'s Health Rankings, Louisiana is the least healthy state in
the nation.? The hepatitis C crisis is one of many infectious disease crises in Louisiana.
Two of 5 US cities with the highest rates of HIV are New Orleans and Baton Rouge
(ranked fourth and fifth, respectively, in 2017).° Nationwide, in 2017 Louisiana ranked
third in AIDS case rates and third in case rates of primary and secondary syphilis.® In
addition to having high rates of infectious diseases, Louisiana is among the states with
the highest rates of maternal mortality,'® diabetes, and smoking." When looking for root
causes of these health outcomes, one finds that Louisiana has the highest average
percentage of people living in poverty in any state,'? has weathered the largest cuts to
state funding for higher education on a per-pupil basis since 2008," and has had the
highest homicide rate in the United States for 29 years in a row.™
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Despite these unmet needs, meager funding streams could still be cut. In budget
negotiations for 2018, the Louisiana Department of Health was threatened with more
than $500 million in state general fund reductions. With no solution only weeks prior to
the end of the fiscal year, the Department of Health was forced to notify 37 000 seniors
and persons with disabilities in nursing homes that their Medicaid eligibility and, in turn,
their housing was at risk of being eliminated.' Meanwhile, a major academic and safety
net hospital in the heart of Cajun country, Lafayette General Health, notified 800
employees that their employment would be terminated if the state was unable to
resolve the budget crisis."® Fortunately, an agreement was reached, but such notices
demonstrate just how tenuous the Medicaid safety net is.

The Subscription Model

Given perennially jeopardized funding streams, the Louisiana Department of Health
sought an alternative mechanism to dramatically expand access to treatment for large
numbers of persons with hepatitis C without undermining capacity to respond to other
critical needs. One alternative mechanism being pursued is the subscription payment
model, according to which the state pays drug manufacturers for unlimited access to
medications for a specified time period for patients enrolled in Medicaid or in Louisiana’s
correctional system." This model has also been described as “Netflix style,” reflecting
the application of subscription-based pricing in the pharmaceutical sector.' Payment to
a drug manufacturer would be equal to or less than what the state is currently spending
to provide antiviral drugs to these populations. Patients with hepatitis C would receive
the unrestricted treatment access they deserve, and the drug manufacturer partnered
with the state would receive a stable revenue stream and larger market share. A similar
model in Australia showed that providing unrestricted access to antivirals for hepatitis C
at a cost of US$766 million over 5 years produced estimated savings of US$4.9 billion to
the Australian government compared to conventional per-unit pricing.”® Applying the
subscription model at the state level in the United States would allow policymakers to
pursue hepatitis C elimination without jeopardizing other public health priorities. For
clinicians like Dr X, removing the financial barrier to treatment would allow him to make
recommendations based solely on his clinical judgment and what's best for patients like
Mr R.

Conclusion

States’ adoption of the subscription model affords a possible solution to the hepatitis C
epidemic. However, in the absence of regulatory or market pressure to broadly reduce
the price of pharmaceuticals, state policymakers will continue to struggle to meet the
needs of patients requiring high-cost drugs; each new high-cost breakthrough will pit
one disease against another and one meaningful public health program against another.
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Editor’s Note
The case to which this commentary is a response was developed by the editorial
staff.
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