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The burden of fatal liver disease is increasing in the
estimated 3.2 million adults chronically infected

with hepatitis C virus (HCV) in the United States (1–3).
Sofosbuvir (Sovaldi, Gilead Sciences), which was ap-
proved by the U.S. Food and Drug Administration in
December 2013, is a new oral HCV treatment that,
when combined with other therapies, has a therapeutic
efficacy (cure) greater than 90% across the 4 major HCV
genotypes, limited adverse effects, and a shorter treat-
ment window (usually 12 weeks) than its interferon-
based predecessors (4). However, this drug currently
retails at $84 000 per patient, forcing many payers to
ration this lifesaving treatment. As such, Medicaid pro-
grams, which cover approximately 25% of patients with
HCV infection who are hospitalized but have limited
budgets, face the challenge of deciding who should
receive new, costly treatments (4, 5).

To understand policies that might affect patient ac-
cess to new HCV therapies, we obtained preferred
drug lists and prior authorization criteria from state
Medicaid fee-for-service program Web sites and, when
these were unavailable, elicited feedback from Medic-
aid programs through direct communication. We com-
pared the guidelines used by state Medicaid programs
with those published by the Infectious Diseases Society
of America (IDSA) and the American Association for the
Study of Liver Diseases (AASLD) (www.hcvguidelines
.org). On the basis of data collected from May through
November 2014, Medicaid programs in 31 states had
designated sofosbuvir a “nonpreferred” drug, the pre-
scription of which requires that clinicians provide evi-
dence of medical necessity as defined by state-specific
laws. Seventeen states applied a “preferred” designa-
tion, and although demonstrated medical necessity is
not necessarily required in these states, all but 2 re-
quired clinicians to seek “prior authorization” for sofos-
buvir prescription (Table).

Approval criteria vary widely by state, but most pro-
grams require scoring of liver fibrosis for sofosbuvir ap-
proval. Per IDSA/AASLD guidelines, treatment is of
“highest priority” for persons with METAVIR fibrosis
scores of F3 or F4 and “high priority” for those with a
score of F2. In 33 state Medicaid programs, patients
must have a score of F3 or F4, indicative of severe liver
disease, to receive treatment with sofosbuvir. Of note, 4
states require liver biopsy to prove the level of fibrosis
rather than allowing for the use of less invasive blood
or imaging tests. Many state Medicaid programs limit
treatment to patients at the most immediate risk for
death from liver disease.

Newer HCV therapies have been hailed by the
IDSA and the AASLD for their improved simplicity and

safety compared with older, interferon-based treat-
ments; thus, nonspecialist physicians, rather than a lim-
ited number of specialists, may be able to manage
treatment for most HCV-infected persons (that is, non-
relapsing patients without serious comorbid condi-
tions). However, 30 states require that sofosbuvir be
prescribed by, or in consultation with, a specialist—
usually a hepatologist, gastroenterologist, or infectious
disease physician. The extent to which finding a spe-
cialist who accepts Medicaid may pose a barrier to HCV
treatment remains unclear, although some Medicaid di-
rectors reported concern for patients living in rural ar-
eas. The IDSA/AASLD guidelines recommend collabo-
ration with specialists (through the use of telemedicine,
if needed) for treatment management when primary
care physicians have limited experience.

Many prior authorization criteria require abstinence
from the use of alcohol, illicit drugs, or both in the
months leading up to treatment approval (ranging from
1 to 12 months before treatment for both). Thirty-five
states require that patients abstain from alcohol use or
abuse, and 30 states require abstinence from any illicit
drug use before treatment approval. An additional 4
states require abstinence only from injection drug use.

Drug screens may further stigmatize a key popula-
tion at risk for HCV infection that already faces substan-
tial barriers to care despite its demonstrably similar ad-
herence to HCV treatment compared with that of the
general population (6). The IDSA/AASLD guidelines
recommend that patients abstain from alcohol and
drug use but do not suggest that treatment be with-
held. Rather, they recommend that patients be pro-
vided with counseling and education and simpler and
less toxic regimens, such as the newer sofosbuvir-
based therapies, and receive referrals for psychiatric
and opioid substitution therapies. In fact, the guide-
lines highlight the public health benefit of treating per-
sons likely to transmit infection to others, such as those
who inject drugs.

Additional hurdles not outlined here include denial
of prescription based on parameters of HIV co-infection
(such as a minimum CD4+ cell count and maximum viral
load and demonstrated stable HIV treatment), require-
ments of weekly refills, the investigation of prior phar-
macy refill records to estimate patient adherence, and
the use of nonvalidated standardized tests to assess
“patient readiness.” Some states also allow prescribing
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physicians to subjectively rate patients' likelihood of
completing treatment.

A major limitation is that this review did not include
criteria for Medicaid managed care organizations,
which cover most Medicaid recipients in some states.
Prior authorization criteria used by such programs of-
ten, but do not necessarily, align with fee-for-service
criteria in those states.

This listing of prior approval criteria by state Med-
icaid offices provides insight into the pressure that ap-

proval of new, costly HCV treatments places on state
Medicaid programs and the resultant warehousing pol-
icies that limit access to lifesaving treatment. It also re-
veals the decision-making processes being used by
drug utilization review boards that are reportedly
choosing approval criteria on the basis of a mix of
medical evidence, cost considerations, and perhaps
unmeasured preferences. The financial burden neces-
sitating warehousing strategies for HCV treatment is
not unique to Medicaid programs, and investigation of

Table. Prior Authorization Criteria for Sofosbuvir Prescription Under State Medicaid Fee-for-Service Programs

State Status Abstain From
Alcohol Use
Before Treatment

Abstain From
Alcohol Abuse
Before Treatment

Abstain From
Drug Use Before
Treatment

Abstain From
Injection Drug Use
Before Treatment

Minimum
METAVIR
Fibrosis Score

Specialist
Prescriber

Alabama NP ✓ ✓ ✓ ✓ F2 –
Alaska NP ✓ ✓ ✓ ✓ F3* –
Arizona NP – ✓ ✓ ✓ F3 ✓

Arkansas NP – ✓ – ✓ F3* –
California NP – – – – F3 –
Colorado NP – ✓ ✓ ✓ F3 ✓

Connecticut P† – – – – – –
Delaware NP ✓ ✓ ✓ ✓ F4 –
District of Columbia NP ✓ ✓ ✓ ✓ F2 ✓

Florida NP ✓ ✓ ✓ ✓ F3 ✓

Georgia NP – – – – F3 –
Hawaii P – ✓ ✓ ✓ F3 ✓

Idaho NP – ✓ – ✓ F3 ✓

Illinois NP ✓ ✓ ✓ ✓ F4 ✓

Indiana NP – – – – F4 ✓

Iowa NP ✓ ✓ ✓ ✓ F3* ✓

Kansas NP – ✓ ✓ ✓ F3 ✓

Kentucky P – ✓ ✓ ✓ F3 ✓

Louisiana NP – ✓ ✓ ✓ F3* ✓

Maine P – – – – F1 ✓

Maryland P ✓ ✓ ✓ ✓ F2 ✓

Massachusetts P – – – – NA –
Michigan‡ NA – – – – – –
Minnesota P – – – – – –
Mississippi P ✓ ✓ ✓ ✓ – ✓

Missouri NP ✓ ✓ ✓ ✓ F3 –
Montana P ✓ ✓ ✓ ✓ F3 ✓

Nebraska NP ✓ ✓ ✓ ✓ F3 –
Nevada P† – – – – – –
New Hampshire NP – ✓ ✓ ✓ F3 ✓

New Jersey‡ P – – – – – –
New Mexico NA – – – – F3 –
New York NP – – – – F3 ✓

North Carolina NP – ✓ – – – –
North Dakota NP ✓ ✓ ✓ ✓ F2 ✓

Ohio NP ✓ ✓ ✓ ✓ F3 ✓

Oklahoma NP – ✓ – ✓ F2 ✓

Oregon P – ✓ ✓ ✓ F4 ✓

Pennsylvania P ✓ ✓ ✓ ✓ F3 ✓

Rhode Island NP – – – – F3 –
South Carolina‡ NP – – – – – –
South Dakota NP ✓ ✓ ✓ ✓ F3 ✓

Tennessee NP – ✓ ✓ ✓ F3 ✓

Texas‡ NA – – – – – –
Utah‡ P – – – – – –
Vermont P ✓ ✓ ✓ ✓ F3 ✓

Virginia NP ✓ ✓ ✓ ✓ F3 ✓

Washington NP ✓ ✓ – ✓ F3 ✓

West Virginia NP ✓ ✓ ✓ ✓ F3 ✓

Wisconsin P – ✓ ✓ ✓ F3 ✓

Wyoming P – ✓ ✓ ✓ – –

METAVIR = Meta-analysis of Histologic Data in Viral Hepatitis; NA = not available; NP = nonpreferred; P = preferred.
* Biopsy required.
† No prior authorization required.
‡ No published criteria.
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prior authorization strategies used by other public and
private payers is warranted.

Treatment of patients with HCV infection is cost-
effective from a societal point of view (7), but the com-
bination of the high cost of treatment and insufficient
Medicaid budgets precludes programs from providing
widespread access to treatment. Under any financial
context, when payers make decisions about HCV treat-
ment, it will be important to consider the ethics and
public health implications of prioritizing patients for
treatment. The effects of prior approval policies for new
HCV treatments on patient outcomes warrant contin-
ued investigation.
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