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Expanding Access to Life-Saving
Hepatitis C Treatment by Removing
Discriminatory Sobriety Restrictions

By Sinead Hunt

Roosevelt @ Columbia University

THESIS

To expand access to direct-acting antivirals (DAAs) for people with hepatitis C who inject recreational drugs, the New
York State Department of Health Drug Utilization Review Board should eliminate the state Medicaid pharmacy program’s
sobriety restrictions, thereby saving lives and reducing costs.

BACKGROUND & ANALYSIS

Hepatitis C Virus infection (HCV) is the most common chronic bloodborne infection in the US.*? Left untreated, it can
lead to cirrhosis, liver cancer, and death.? HCV disproportionately affects historically marginalized populations, including
people who are homeless,* who are incarcerated,’ or who inject drugs.® An estimated 70 percent of the more than 200,000
HCV-infected New Yorkers are people who inject drugs.”®

Direct-acting antivirals (DAAs) are promising new drugs that target the specific proteins of the hepatitis C virus to disrupt
its replication.’ Because these medications boast cure rates of higher than 90 percent,'® they have been hailed as a cure

for hepatitis C."! Unfortunately, DAAs currently available to patients are prohibitively expensive—they can cost between
$54,600-$94,500 per 8-to-12-week cycle.”* Exorbitant DAA prices have caused many state Medicaid programs to limit the
availability of these drugs through a variety of bureaucratic restrictions. Currently, New York State’s Medicaid program
impedes many New Yorkers from accessing these life-saving medications by employing sobriety restrictions.” The state’s
Medicaid Fee-For-Service (FFS) pharmacy program requires screening for substance and alcohol use to determine
“treatment readiness,”*" and five major Medicaid managed-care organizations likewise employ sobriety restrictions.!
Proponents of these restrictions argue that users of recreational injection drugs should be excluded from antiviral
therapy because they are unlikely to adhere to treatment.” In reality, mounting evidence demonstrates that sobriety is a
poor indicator of psychosocial treatment readiness, and that when people who inject drugs are provided with adequate
social support, they are just as likely to adhere to DAA treatment regimens as their abstinent counterparts.’®** According
to official guidance provided by the Centers for Medicare & Medicaid Services,?® by “imposing conditions for coverage
that may unreasonably restrict access to these drugs,” New York’s use of sobriety restrictions violates the statutory
requirements of section 1927 of the Social Security Act.?! These sobriety restrictions serve to unreasonably curtail access
to life-saving medication for people who inject drugs.

TALKING POINTS

e The sobriety restrictions included in the New York State Department of Health’s Chronic Hepatitis C Infection Check
List for Prior Authorization Requests unfairly preclude people who inject drugs—who comprise a majority of HCV
patients—from accessing treatment.>?

e Sobriety is a poor indicator of “treatment readiness”; people who inject drugs are just as likely to adhere to direct-
acting antivirals (DAA) therapy when provided with appropriate social supports.?

¢ Though HCV DAAs may seem prohibitively expensive, they are, in fact, cost-saving when compared to the existing
standard-of-care treatment (i.e., interferon therapy)?** or the high costs associated with cirrhosis, liver failure, and
other complications that develop from untreated HCV.?

¢ Removing sobriety restrictions would expand access to treatment for hundreds of thousands of New Yorkers and save
money in the long run.
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THE POLICY IDEA

To expand access to DAAs, the New York State Department of Health Medicaid Drug Utilization Review Board should
abolish sobriety restrictions for the Medicaid FFS pharmacy program. In addition, it should collaborate with managed-
care organizations to ensure that DAA prior authorization procedures are consistent across FFS and managed-care
pharmacy benefits.

POLICY ANALYSIS KEY FACTS

Thirteen states have already removed sobriety 70 percent of New Yorkers living with HCV are
requirements from DAA prescribing guidelines, and people who inject drugs (PWID).*?

several states, including New Mexico, Michigan,

and Virginia, specify that a patient cannot be denied The five HCV DAAs currently available to
treatment for the sole reason of substance use.?” New patients are prohibitively expensive and can cost
York should not only abolish all sobriety restrictions, between $54,600-$94,500 per 8-to-12-week

but also make it explicitly clear that physicians cannot
unreasonably exclude injection drug users from antiviral
therapy.

cycle.®

35 percent of Medicaid recipients with hepatitis
C are routinely denied coverage for their

S that, b le who inject d -
ome argue that, because people who inject drugs are prescription treatment *

unlikely to adhere to treatment, providing them with
DAAs is an inefficient use of public funds. However, there
is a growing body of evidence that people who inject
drugs are just as likely to adhere to treatment when they
are provided with appropriate social supports.?® Moreover, because people who inject drugs constitute 70 percent of
HCV-infected Medicaid recipients,?*3°3! the use of sobriety restrictions impedes the majority of hepatitis C patients from
getting the lifesaving treatment that they need. Without access to appropriate treatment, these individuals may develop
serious health complications that will require even greater healthcare expenditures (i.e., liver transplantation).3?

Seventy-six percent of state Medicaid hepatitis C patients receive treatment through managed-care organizations, not
the Medicaid FFS pharmacy program. Therefore, any proposed effort to amend Medicaid prescribing guidelines for
DAAs must be enforced among managed-care organizations. Prior attempts by activist groups to reform restrictive DAA
prescribing guidelines demonstrate that if standardized DAA authorization criteria are not enforced across FFS and
managed-care organizations, such reforms are, at best, symbolic.?* Transparency and enforcement across managed-care
organizations will ensure DAA coverage parity across both FFS and managed-care programs.

Expanding access to antiviral therapy would actually reduce healthcare expenditures by averting HCV-induced liver
disease. Liver cirrhosis accounts for more than two-thirds of the $4.3 billion to $8.3 billion spent annually caring for
people with hepatitis C.? Thus, by decreasing the incidence of severe liver disease, DAAs actually reduce the lifetime
treatment costs associated with hepatitis C. The societal value of antiviral therapy—$197,574 per person®—far exceeds its
sticker price.

NEXT STEPS

Implementing this proposal would require approval from the New York State Department of Health Medicaid
Drug Utilization Review Board, which is charged with establishing clinical standards for the State’s Medicaid
pharmacy program.®® One potential ally in this process is Voices Of Community Activists & Leaders (VOCAL-
NY), a statewide grassroots organization that advocates for low-income people affected by blood-borne illnesses,
including hepatitis C.* Because VOCAL-NY has experience effectively advocating for the board to reform its DAA
prescribing guidelines, it would be an invaluable partner throughout this process.*° I will organize VOCAL-NY
members and students to testify before the Drug Utilization Review Board during the 90-minute public comment
period at the beginning of its next meeting. Through personal testimony and rigorously established objective
evidence, I aim to engender a dialogue about this issue among members of the board. I will also collaborate with
VOCAL-NY to launch a social media campaign highlighting the lived experiences of HCV-infected New Yorkers
personally affected by discriminatory sobriety restrictions. This social media campaign will serve to illustrate
the substantive impact that authorization requirements have on the lives of New Yorkers.

In addition, ensuring DAA coverage parity across FFS and managed-care providers would require the
cooperation of the state Department of Health Office of Insurance Program’s Hepatitis C Workgroup, which was
first convened in 2014 to “develop standardized [DAA authorization] criteria to be used across FFS and managed
care.”*!
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