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COMMENTS AND CONTROVERSIES

Patient Financial Assistance Programs: A Path to
Affordability or a Barrier to Accessible Cancer Care?
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Prognosis for many patients with cancer is improving as a
result of advances in precision, molecularly targeted therapy, and
immunotherapy, but the cost of these treatments continues to rise.
One by-product of expensive therapy has been an increase in cost-
sharing such that even patients with insurance face a rising and
potentially devastating out-of-pocket financial burden." For ex-
ample, a patient with metastatic renal cell cancer might consider
treatment with nivolumab, a novel immunotherapy drug that
improves median survival by almost 6 months; however, if the
patient has Medicare without supplemental insurance or private
insurance with 20% coinsurance, he or she could face up to
$13,000 in direct costs for this therapy.” Similarly, Medicare
beneficiaries who are diagnosed with cancer have average out-of-
pocket expenses that approximate 25% of household income.’
High drug costs threaten not only the sustainability of our health
care system, but, more immediately, our patients” access to care,
financial well-being, quality of life, and disease outcomes.*”

One potential solution to ease the financial burden of a cancer
diagnosis is to reduce or eliminate a portion of patient bills through
financial assistance programs. The term, patient assistance pro-
gram, refers to a diverse collection of programs that vary in what
they do, who they help, and how they obtain funding (Table 1). We
will focus on copay assistance programs, which are sponsored by
pharmaceutical manufacturers or charitable foundations to assist
insured patients who face high out-of-pocket costs from copay-
ments, coinsurance, or deductibles.

Manufacturer-based programs and charitable programs differ
in what is supported and who is eligible. Manufacturer-sponsored
copay assistance programs typically provide support for a specific
drug; however, Medicare beneficiaries are not typically eligible for
these programs. In contrast, both patients with private insurance
and Medicare beneficiaries can be supported by charitable copay
assistance foundations. These are funded by both private donations
and, to a larger extent, manufacturers®; however, manufacturers
cannot provide direct support for specific drugs through a chari-
table foundation but, instead, can donate to disease-specific funds
that cover all drugs for that disease, including the company’s
product(s).

On the surface, copay assistance programs provide a path to
access and affordability for patients; however, some contend that
by reducing cost sharing without addressing the problem of high
drug costs, these programs not only fail to solve the problem of
access to quality care, but perpetuate it. Shielding the patient from
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drug costs could minimize political pressure to address costs
and facilitate greater use of drugs, which raise total health care
expenditures while increasing company profits. Given the contro-
versy over these programs in general, as well as the rapid evolution
of cancer therapy and the well-documented financial hardship our
patients face, we must better understand the impact of copay as-
sistance programs in oncology and the role of oncologists and re-
searchers in addressing these challenges.

Available data suggest that substantial numbers of patients use
copay assistance programs. The lobbying arm of the pharma-
ceutical industry, PhRMA, states on its Web site that its Partnership
for Prescription Assistance program has helped nearly 9.5 million
people.” One of the largest charitable copay assistance foundations,
the Patient Access Network Foundation, reports that from 2011 to
2015 the foundation helped 834,819 patients by providing $2.1
billion in support for medication-related out-of-pocket costs.'’
The Patient Advocate Foundation reports providing 25,330 pa-
tients with copayment assistance in 2015, with 64% of those being
Medicare beneficiaries.'" The number of patients who receive
assistance is often published by charitable foundations, but those
data are not easily obtained from manufacturer-sponsored plans.
In a recent study of 24 such plans, none provided usage data.'?

Recent opinion pieces in both the lay and academic press have
argued that these programs potentially encourage higher prices
over time.*'>'* The primary argument against copay assistance
programs is that they support high drug prices by removing the
patient’s financial disincentive for use. This is based on the concept
of cost sharing by which insured patients remain financially liable
for a portion of their health care costs. As demonstrated by the
RAND Health Insurance Experiment of 1982, when patients pay
out of pocket for a portion of their health care, they use fewer
health services than patients who receive free care.'> Modern
insurance design relies heavily on cost sharing, with rising pre-
miums and deductibles, and a growing incidence of tiered for-
mularies that charge higher copays for expensive, nongeneric
drugs, including oral anticancer therapy.' Cost sharing has become
a prominent part of insurance design not only because of rising
prices, but because, in theory, having a financial stake in their care
could encourage greater patient engagement in treatment decisions
and discourage the use of low-value health care.

Some argue that copay assistance programs remove that
disincentive. For example, an oncologist may prescribe an ex-
pensive oral drug for a patient with metastatic colorectal cancer as
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Table 1. Most Common Types of Patient Assistance Programs

free drug program

Charitable copay
assistance foundation

for uninsured patients
Tax-exempt organization that
covers out-of-pocket copays
for a drug that persist after
insurance coverage threshold
Charitable financial
assistance foundation

Provides assistance mostly for
indirect living expenses, such

as travel and nonmedical bills threshold

Patient Assistance What Does it Who Does it What Does it How Is it Typically
Program Typically Do? Typically Help? Cover? Funded?
Manufacturer-sponsored  Covers out-of-pocket copays Insured patients, typically on Specific drug Manufacturers
copay assistance for a drug that persist after the basis of a financial
program insurance coverage need threshold
Manufacturer-sponsored Covers the full cost of drugs Mostly uninsured patients Specific drug Manufacturers

Medicare beneficiaries and
privately insured patients
who meet a financial need

Individuals with a demonstrated Mostly indirect costs of care,
need and who meet a financial

Manufacturers can donate to
disease funds but cannot
stipulate use for any particular
drug; also funded by private
charitable donations

Private donations, grants from
other nonprofit organizations,
and manufacturers

Disease-based fund that
covers most or all drugs
used to treat a specific
disease

such as travel and
nonmedical bills

the fifth line of therapy. That drug has questionable benefit and
arisk of toxicity in this heavily treated patient. A high copay might
trigger an otherwise difficult conversation about the value of the
drug for that patient. Over time, high copays might also increase
patient and provider concerns about pharmaceutical industry drug
pricing and translate into support for political action to address
drug costs."”” With financial assistance, however, patients are
shielded from high out-of-pocket costs and have less incentive to
protest drug prices. Without patient exposure to financial con-
sequences of treatment decisions, both patients and physicians
might pursue interventions that have marginal reported benefit,
regardless of value. Subsequently, manufacturers have a free pass to
charge more, have insurers cover the majority of costs, and provide
assistance for whatever portion of costs insurers decline to cover."*
An infamous example outside of oncology is the pricing practices
of Mylan, the manufacturer of EpiPen, which raised the epi-
nephrine injector’s price by $500 since 2007. Rather than lowering
its price when insurers were unwilling to cover the full price hike,
Mylan now offers patients up to $300 in copay coupons.'® Such
practices, some argue, allow manufacturers to circumvent in-
surance benefit design that is meant to keep costs low for the health
care system by decreasing utilization."’

Copay assistance programs might also exacerbate disparities
that result from unequal awareness of and access to financial as-
sistance. Little is known about how the often complicated appli-
cation process for manufacturer-sponsored programs hinders
applicants, particularly those with lower literacy.'” This process can
require a wide array of application materials, including pay stubs,
tax returns, and verification of citizenship.12 Little is known about
the degree to which these programs reach all eligible, low income,
or underinsured patients. In short, copay assistance programs are
viewed by some as facilitating low-value care, providing in-
consistent assistance, and sustaining the high costs of care.

But to what extent are the above issues applicable to oncology?
Nearly two thirds of copay assistance programs provide assistance
for drugs that have less expensive, equally effective alternatives
available, but what of the remaining one third of programs?'® This
is where particular attention should be paid to anticancer drugs,
most of which do not have a less expensive, equally effective al-
ternative. If, as of today, patients with chronic myelogenous leu-
kemia could no longer access copay assistance programs for
imatinib, for example, they would immediately incur high out-of-
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pocket costs and be at risk for stopping treatment with a life-saving
drug. Higher copays for imatinib were found to convey a 70%
greater risk of nonadherence to the drug.'” In addition, patients
who were prescribed imatinib who lacked subsidies for out-of-
pocket costs were more likely to delay initiation of the drug.*
These findings, among others, suggest an association between
higher cost sharing and nonadherence with anticancer therapy,
even when cost sharing is relatively modest (< $100/mo).' > A
generic form of imatinib has entered the market so that patients
with high cost sharing for the branded pill could consider this
alternative; however, initial data suggest that modest price re-
ductions might not be enough to overcome cost-related non-
adherence.”* In a setting where lower-cost alternatives do not exist,
copay assistance programs may play an important role in pro-
moting affordability and adherence.

Promoting cost sharing is likely to decrease use of both high-
value and low-value care. For patients who are prescribed a high-
value cancer drug, cost sharing arguably represents an unethical
barrier to appropriate care. As oncologists, we often prescribe
expensive treatment and expect our patients to receive it. Yet,
evidence suggests that more patients than we realize are non-
adherent because of cost."”*> We have an obligation to be rea-
sonable stewards of societal resources, but we have an overarching
fiduciary responsibility to serve our patients’ interests. In many
cases, high-cost therapy is medically indicated and we should help
patients to avoid out-of-pocket costs that can lead to depleted
retirement savings or personal bankruptcy.”>** We cannot advo-
cate for removal of assistance programs until alternative means to
ensure access and prevent financial hardship are established.

Even if we agree that copay assistance programs might support
higher prices in the long term, what can we do in the clinic until
prices are lower? Recognizing the paradox that is posed by copay
assistance programs, we recommend pursuing two paths that are not
mutually exclusive: First, as individual clinicians, we have no choice
but to identify financial assistance for patients whom we treat in
clinic tomorrow, and second, as a profession, we must steadfastly
pursue means to reduce dependence on copay assistance programs.

To reduce dependence on copay assistance programs, we
must seek policy- and practice-level solutions. First, from a policy
perspective, the pharmaceutical industry must price drugs more
on the basis of true marginal value and less on the price of the last
drug to enter the market.”” Innovation is needed and should be
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incentivized, but profiting over a system with few checks on price
escalation should not. Second, similar to the practice in nearly all
national health systems, the Center for Medicare & Medicaid
Services should be allowed to negotiate lower drug prices with
manufacturers.”® Third, we must advocate for payers to eliminate
cost sharing for high-value interventions. Value-based insurance
design might go a long way in decreasing financial burden on our
patients.”* Oncologists should take the lead in helping to define
high-value cancer care, where access for all who are in need should
be the priority. Fourth, we must call for greater transparency from
patient financial assistance programs, especially those that are
manufacturer sponsored. These programs could be more effective
by targeting patients who have the greatest financial need and by
expanding coverage to broad-based disease funds rather than
a particular drug.’®!

At the practice level, we can intervene to reduce dependence
on copay assistance programs. First, we must have more effective
and more frequent goals of care discussions with our patients.
These discussions reduce aggressive care at the end of life, reduce
costs, and, most importantly, serve to align care with patients’
preferences.”” Second, we should consistently identify patients
who are experiencing financial strain. Validated patient-reported
measures can screen for treatment-related financial strain,” yet
even such simple questions as, “Do you have trouble affording your
care?” can trigger conversations to identify resources early in
a patient’s treatment course, identify lower-cost alternatives when
available, and, when appropriate, consider a trade-off between
treatment and lower financial burden.** Studies suggest that cost
discussions between patients and physicians occur infrequently,
but when they do occur, in the majority of cases, costs are reduced
without changing treatment.”® Third, we must focus on care that
delivers the greatest benefit at the lowest cost, and we need to do
so with regard to therapy, diagnostics, and use of inpatient and
emergency services.”®”’

In summary, copay assistance programs are a Band-Aid so-
lution for an imperfect system. Especially in oncology, little is
known about who they help and how they might impact drug use
and costs. At least three areas of research can help crystalize the role
of these programs. First, research should determine whether
eliminating cost sharing for high-value interventions decreases
dependence on copay assistance programs, and, importantly,
whether reducing cost sharing has a net impact on health care
expenditures. Second, important questions related to access to
assistance and health disparities remain unanswered. Research
should describe patients who apply for and receive financial
assistance and highlight patients who might be eligible but who
never apply. Third, we should evaluate the impact of copay as-
sistance programs on cost discussions, financial burden, and the
patient—doctor relationship.
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