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New state accumulator
aws complicate the coupon
ANASCAPE . oms wwensnso

nrecent years, the federal
and state legal requirements
governing drug distribution and
reimbursement have become
increasingly discordant. This
has stemmed in part from a
politically divided Congress,
which has made it difficult
to pass comprehensive federal
legislation, and the fact that many
states have pioneered ahead with
ambitious reforms. It also stems from
the differing incentives and concerns
facing federal and state lawmakers.
While the federal government is the
sole funder of Medicare and a large
portion of Medicaid, and therefore
acts primarily as a payer, state
governments regulate insurance
on the local level and are more
susceptible to the influences of
patients and prescribers.

This federal-state dynamic has
become especially pronounced with
regard to the copay coupons promoted
by drug manufacturers and the copay
accumulator and maximizer programs
that health plans and pharmacy ben-
efit managers (PBMs) have employed
to mitigate the negative effects that
coupons can have on their costs. On
the one hand, coupons are prohibited
under federal healthcare programs,’
but the U.S. government has afforded
plans significant leeway to implement
accumulators and maximizers. At
the same time, coupons are generally
permitted at the state level, but a
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growing number of states have quietly
passed laws prohibiting fully insured
plans from using accumulators and
maximizers. As a result, the industry
battle between drug manufacturers
and payers continues to play out over
an increasingly complicated and in-
consistent compliance landscape.

The conflict over

copay coupons

Drug copay coupons, which may be
used to reduce patients’ out-of-pocket
costs, are used by drug manufacturers
to promote access to branded drugs.
By 2015, drug manufacturers were of-
fering coupons to boost sales for more
than 700 branded drug products, and
manufacturers are estimated to have
provided approximately $13 billion in
copay coupons in 2018.2 Health plans
and PBMs have vigorously opposed
coupons due to concerns they may
undermine cost-sharing requirements
designed to incentivize economical
drug prescribing and purchasing
choices.

State legislatures have, under-
standably, struggled with the role
that copay coupons play in health-
care because they present difficult
trade-offs. Providers and patient ad-
vocacy groups have fiercely defended
coupons as essential to facilitating
access to expensive drugs, especially
for beneficiaries in high-deductible
health plans. The countervailing
argument from health plans and
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PBMs is that coupons are a mar-
keting tool that can incentivize the
use of higher-cost therapies and
lead to higher premiums. Several
states have considered legislation
that would curb coupon use, and
California and Massachusetts have
enacted laws that would restrict
coupons in circumstances where
generic alternatives are available.®

Divergent rules,
deepening controversy
As health plans, PBMs and employ-
er group sponsors have increasing-
ly employed copay accumulators
and maximizer programs in recent
years, the controversies associated
with copay coupons have deep-
ened. Under a copay accumulator
program, the health plan prevents
a copay coupon from counting
against the beneficiary’s deductible
or out-of-pocket maximum. Once
the coupon’s value is exhausted,
the beneficiary must cover the
entire amount of their deductible
before plan benefits are triggered.
With copay maximizers, the plan
increases a drug’s copay amount
so that it approximates the copay
coupon’s monthly value. The total
value of the coupon is applied
evenly throughout the benefit year
but is not applied against the bene-
ficiary’s cost-sharing obligations.
Health plans have embraced
these new benefit designs as a
means to reduce their financial
liability by drawing from the value
of the coupon and the beneficia-
ry cost-sharing amounts before
providing drug coverage. However,
opponents have raised concerns
that beneficiaries may lack ade-
quate understanding of how these
programs work and be surprised
by having to pay high deductibles
once their coupons are exhausted.
Accumulators have been especially
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“Health plans and PBMs have
vigorously opposed coupons due

to concerns that may undermine
cost-sharing requirements.”

criticized for abruptly shifting a
large portion of costs to beneficia-
ries. Maximizer programs, which
have more varied and flexible
designs, are often tailored to ap-
portion costs in a more equitable
manner among the plan, beneficia-
ry and manufacturer. Nonetheless,
accumulators and maximizers are
alike in that they prevent the cou-
pon from applying in some manner
to the cost-sharing obligations.

In 2019, CMS issued a rule
restricting the use of accumula-
tors by health plans subject to the
Patient Protection and Affordable
Care Act’s essential health benefits
rules. However, CMS subsequently
reversed course by issuing a new
rule in May 2020 that removed
these restrictions to “enable
issuers and group health plans to
continue long-standing practices
with regard to how and whether
direct drug manufacturer sup-
port accrues toward an enrollees’
annual limitation on cost shar-
ing”* Accordingly, under federal
law, commercial health plans and
PBMs enjoy substantial leeway in
how they structure accumulator
programs.

While the legal landscape for
accumulators has become clearer
at the federal level, it has gotten
cloudier at the state level. Patient
advocacy and provider groups
have begun to have some success
shaping state-level laws and policy
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regarding accumulators. In the
past two years, bills have been
introduced in close to 20 states that
would affect accumulator pro-
grams, and five states — Arizona,
Georgia, Illinois, Virginia and West
Virginia — have enacted laws.

The state accumulator laws are
largely alike in that they require
plans to consider payments made
by a beneficiary, or on behalf of
a beneficiary, when calculating
their overall contribution to any
cost-sharing obligations.® This
serves to broadly restrict accumu-
lator and maximizer programs by
prohibiting plans from blocking
the value of a manufacturer cou-
pon (i.e., a payment made on be-
half of a beneficiary) from counting
against a beneficiary’s deductible
or annual maximum out-of-pock-
et limit. Some slight differences
in wording among the various
pieces of legislation could impact
their scope and application. For
instance, the laws in Arizona and
Georgia include exceptions that
would allow plans to apply accu-
mulators when there is a medically
appropriate generic. Some of the
state laws only seem to refer to
outpatient prescription drugs,
whereas others appear to apply
more broadly to drugs reimbursed
under both a plan’s pharmacy and
medical benefits. Finally, some
of the laws specifically reference
PBMs, whereas others only refer to
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health plans. Nevertheless, plans
affected by these laws may need to
ensure that any contracting PBMs
similarly comply with prescribed
restrictions when administering
their drug benefits.

A growing divide

So far there has been strong bi-
partisan support for accumulator
restriction bills in state legislatures,
indicating that a growing number of
states will likely be considering and
adopting these laws. This is testa-
ment to the power that patient and
prescriber advocacy groups have
had in influencing state lawmakers
with stories about how patients
can be disadvantaged, sometimes
unexpectedly, by accumulators. By
contrast, plan and PBM opposi-
tion to coupons and support for
accumulators and maximizers have
been based on more abstract argu-
ments relating to the need to man-
age costs and promote economical
prescribing practices.

If additional states join the
ranks of those states restricting
accumulator programs, then the
place for coupons will be increas-
ingly secure, at least with respect
to beneficiaries covered under
fully insured plans regulated under
state insurance codes. In the
meantime, a growing legal asym-
metry is arising as health plans
(particularly self-insured plans)®
will have significant latitude to im-
pose accumulators and maximiz-
ers under federal law but fully in-
sured plans will need to thoroughly

understand state laws before
administering them. In addition,
health plans must grapple with the
nuances of other laws and regula-
tions, including, but not limited to,
IRS rules governing high-deduct-
ible health plans eligible for health
savings accounts; disclosure rules
under the Employment Retirement
Income Security Act of 1974; and

a variety of consumer protection,
anti-discrimination and benefit
uniformity standards.

Looking forward, stakeholders
should expect more uncertainty
and fluctuation in the legal treat-
ment of coupons and accumula-
tors as well as in other areas im-
pacting drug reimbursement and
distribution. If commercial health
plans and PBMs are restricted in
their ability to use accumulators
and maximizers to mitigate the
effects of coupons, then some pre-
miums may increase and formu-
lary offerings may narrow. If this
were to happen, some lawmakers
may decide to reverse course by
pulling back on the accumula-
tor restrictions that have been
put in place. On this and other
matters concerning pharma-
ceutical pricing, reimbursement
and distribution, applicable laws
may continue to zig and zag with
uneven cost-shifting effects for
competing stakeholders. O

John“Jack” Linehan is a member of the health
care and fife sciences practice group at the law firm
Epstein Becker & Green.
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“While the legal
landscape for
accumulators has
hecome clearer
at the federal
level, it has gotten
cloudier at the
state level.”

"Coupons have long been barred under federal healthcare programs because they can be categorized as unlawful inducements under the Anti-Kickback Statute and beneficiary inducement provision of the Civil Monetary
Penalties Law. Accordingly, copay coupons have been directed to patients taking branded drugs who are reimbursed in the private insurance market.
?See Jonathan Gray, Manufacturer Coupons and Patient Assistance Programs, The Actuary (May 2020), available at https://theactuarymagazine.org/manufacturer-coupons-and-patient-assistance-programs/.
¥ Cal. Health & Safety Code §132000 et seq.; Mass Gen. Laws, ch. 17.5H, §3(b)(2).

*85 Fed. Reg. 23164, 28231 (My 14, 2020).

% See, 2.0, Va. Code Ann. § 38.2-3407.20(B) ("To the extent permitted by federal law and regulation, when caloulating an enrollge’s overall contribution to any out-of-pocket maximum or any cost-sharing requirement under a

health plan, a carrier shall include any amounts paid by the enrollee or paid on behalf of the enrollee by another person.”).
8 State insurance codes generally do not apply to self-insured employer-sponsored group plans governed by the Employment Retirement Income Security Act.
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Will COVID-19 wring low-value
healthcare out of the system?

Some see the decline in healthcare utilization as an opportunity
to eliminate ineffective, sometimes harmful healthcare.

by KAREN APPOLD

"Many clinicians are
already overburdened.
Removing unnecessary
testing and procedures
frees them up for work
they really need to do.”

— WALT ELLENBERGER, SENIOR
DIRECTOR OF HEALTHCARE BUSINESS
DEVELOPMENT AND INNOVATION AT SAP

hen the COVID-19
pandemic spread
to the U.S. last
spring and the
country went

into lockdown,

the utilization of
healthcare services
came to a screeching stop. Many
experts are concerned that this
“hiatus” will lead to greater illness
— and healthcare costs — this
year because care, especially for
chronic conditions, was deferred or
canceled.

Another unintended conse-
quence of COVID-19% hitting the
pause button may be the elimina-
tion or attenuation of “low value”
care: the wasteful tests, prescrip-
tions and procedures that result in
little, if any, improvement in out-
comes. By some estimates between
about $75 billion and
$100 billion is spent on low-value
care and overtreatment each year,
arelatively small fraction of the
$3.6 trillion in annual healthcare
spreading but, nevertheless, a great
deal of money. Some experts see
the pandemic and the resumption
of healthcare as a rare opportunity
to reset U.S. healthcare without so
much low-value care.

Low-value care takes many
forms. Walt Ellenberger, a senior
director of healthcare business
development and innovation at
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SAP, a software company, lists a few
classic examples: overprescribing
brand-name drugs when generics
are available, prescribing antibiot-
ics for viral infections and moving
too quickly to surgical proce-

dures for conditions such as back
pain that can be managed with
medications or physical therapy.
The Choosing Wisely campaign
launched by Consumer Reports

and the ABIM Foundation in 2012
is aimed at rooting out low-val-

ue care. The publication and the
foundation have worked with the
specialty societies to develop lists of
tests and procedures for physicians
and patients.

Low-value care has ripple effects
beyond the direct cost of care that
doesn’'t improve health. Low-value
services may have harmful adverse
effects. And they can trigger a cas-
cade of follow-up tests or services
that can lead to anxiety; the risk
of still more adverse effects; and,
of course, more higher healthcare
costs.

Some experts see low-value care
commanding resources that might
otherwise go to more healthful
interventions. “This unnecessary
spending crowds out resources
available to pay for high-value
care or other important priorities
outside of healthcare, such as
education and transportation,” says
Corinna Sorenson, Ph.D., M.H.S.A.,
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M.PH.,, an assistant professor of
population health sciences at Duke
University School of Medicine in
Durham, North Carolina.

Says Ellenberger: “Many clini-
cians are already overburdened.
Removing unnecessary testing and
procedures frees them up for work
they really need to do. It also frees
up resources in the laboratory and
diagnostic departments, which
helps move patients through the
health system more efficiently”

Patient demand is one of the
causes of low-value care. People
are swayed by advertisements or
believe that a low-value interven-
tion is effective — the antibiotic
prescription for a viral upper respi-
ratory infection, for example. But,
as Ellenberger notes, unnecessary
services can backfire, lowering pa-
tient satisfaction and eroding trust
in providers. “That can manifest it-
selfin distrust in a specific provider
or distrust in the entire healthcare
system,” he says. “Fither way, it can
lead to poor outcomes and higher
costs later”

Physicians and other providers
order low-value tests, treatments
or procedures for a wide variety
of reasons, says Sorenson, ranging
from the inertia around established
clinical practices and workflows to
the volume incentives inherent in
fee-for-service payment to fear of
malpractice.

Avoiding reintroduction
When the pandemic first hit in
March/April 2020, many hospitals
and other providers pivoted to tests
and procedures that were need-

ed most and postponed elective
procedures (although how “elective”
they really are is open to debate).
Furthermore, many people avoided
going to the hospital or doctor for
nonemergency health issues be-
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“If a service is truly low-value care ...
steps should be taken to ensure it's
not reintroduced into the system.”

—CORINNA SORENSON, PH.D., M.H.S.A.,, M.PH.

cause they didn’t think it was worth
the risk of infection. “Although

this likely prevented them from
receiving tests and scans they didn’t
need, on the flip side, many people
likely suffered because they didn’t
get necessary care; says Vikas Saini,
M.D., president of Lown Institute,

a healthcare think
tank in Brookline,
Massachusetts,
that focuses on
low-value care.

Sorenson says
that some people
may never seek out
low-value care that was postponed.
She also notes that the pandemic
may shift perspectives on what
care is truly necessary and whether
there are better ways of delivering
care that lowers costs and im-
proves, or at least maintains, health
outcomes. That said, Sorenson says
the industry is at high risk of re-
verting back to “business as usual”
given the pervasiveness of low-value
care in American healthcare, partly
because many providers are under
financial strain.

But there’s an opposing point of
view that disruption wrought by
the pandemic is likely to mean less
low-value care. David Nickelson,
Psy.D.,].D., vice president of client
growth-healthcare for Nerdery, a
digital business consulting firm, be-
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lieves healthcare won't return to the
way it was before COVID-19. “There
has been an immense growth for
digital health services as well as an
emphasis on using data to improve
the patient experience that will re-
duce the use of low-value services,’
he says. “Many more people are
now willing to receive services via
telehealth or virtual care platforms,
which can free up healthcare
providers to focus on more pressing
challenges or critical patients”

This more optimistic take on
the pandemic is that it has served
as a kind of seminar of teachable
moments about low-value care
and a host of other festering issues.
“It exposed the vulnerabilities of a
healthcare system designed to be
reactive in treating patients,” Ellen-
berger says. “A fragmented industry
used to working independently had
to collaborate with other stakehold-
ers to effectively combat a common
enemy in order to survive.’

Sorenson says the pandemic
exposed long-standing flaws in
the healthcare system, such as
its fragmentation, inefficiencies
and glaring disparities, as well as
how susceptible these flaws leave
the system and economy to crisis.
But she also sees some positive
developments: The pandemic has
showcased that, with sufficient will
and collective action, the health-






