Medicare Part D Proposed Rule Seeks to Lower Drug Spending
On November 26, 2018, the Centers for Medicare &
Medicaid Services (CMS) issued a proposed rule
regarding Medicare Part D and Medicare Advantage
(MA) drug pricing with the intention of lowering high
drug costs and reducing out-of-pocket spending for
patients.1 This proposal is consistent with the Trump
Administration’s Blueprint to Lower Drug Prices and
Reduce Out-of-Pocket Costs (Blueprint) released earlier
this year,2 spurring the release of this proposal as well as
other drug pricing proposals, such as the Medicare Part B
international pricing index model 3 and the 340B
prescription discount program (the final rule which will
take effect January 1, 2019).4 The utilization of the
proposed reform strategies set forth by the Blueprint,
along with this proposed Part D and MA drug pricing
rule, seeks to: improve competition; increase negotiation;
incentivize lower list prices; and, lower out-of-pocket
costs.5
This proposed rule is principally focused granting greater
flexibility for plans as regards “protected class” drugs,
i.e., classes of drugs that Part D plans are required to
cover with limited exceptions.6 This proposal was
prompted in part by the challenges related to the rapidly
increasing price of drugs in protected drug classes
(antidepressants,
antipsychotics,
anticonvulsants,
immunosuppressants for treatment of transplant
rejection, antiretrovirals, and antineoplastics). 7 For
example, Latuda®, a drug that more than 100,000
Medicare beneficiaries utilize, has increased in price by
approximately 19% every year between 2013 and 2017,
subsequently increasing costs for beneficiaries. 8 In
addition, because Part D plans must cover all available
products with very few exceptions, the nature of these
protected classes results in Part D plans having limited
ability to negotiate their pricing, allowing the
pharmaceutical industry to raise their prices with
minimal plan pushback.9 For example, drugs in Part D
protected classes have discounts of approximately 6%,
while discounts for the same drugs in a typical private
market are 20 to 30%.10 These limited discounts result in
increased costs for beneficiaries, and the new proposal
attempts to mitigate these challenges for both the
consumers and the plans. While the proposed rule keeps
all six protected drug classes, it aims to increase
flexibility for plans to negotiate discounts so that Part D
consumers receive lower costs.11
In addition, the rule proposes three new exceptions for
Part D plans to better manage the protected drug classes
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to lower drug costs for beneficiaries and payors. 12 The
first exception would allow plan sponsors to “implement
broader use of prior authorization and step therapy for
protected class drugs, including to determine use for
protected class indication.”13 Under this exception, prior
authorization would be necessary to determine whether a
drug that has more than one intended use is being used
for the protected class indication, regardless of its status
as a new start or existing therapy.14 Additionally, the
exception utilizes a step therapy requirement (i.e.,
utilizing less expensive drug therapies before
transitioning into higher cost options), which applies only
to new starts of medication, and must receive the
approval of the plan’s pharmacy and therapeutics
committee, which CMS believes is a cost-effective
utilization management tool.15 For example, instead of
starting a Medicare beneficiary on an expensive biologic,
the beneficiary would start on a lower-cost biosimilar that
could potentially be just as effective. 16
The second exception would “exclude a protected class
drug from a formulary if the drug represents only a new
formulation of an existing single-source drug or
biological product, regardless of whether the older
formulation remains on the market.”17 For example, a
manufacturer might introduce a more expensive,
enhanced version of a drug while withdrawing the older,
less expensive version from the market. 18 Under the
current regulations, this leaves Part D plans with no
option to add the new (more expensive) drug to their
formularies, consequently raising costs for enrollees and
Part D plans.19 However, the exception would allow Part
D insurers to remove coverage from new formulation
drugs, regardless if the older version is still on the
market.20
The third exception allows plans to “exclude a protected
class drug from a formulary if the price of the drug
increased beyond a certain threshold over a specified
look-back period.”21 This exclusion would allow Part D
sponsors to exclude a protected class drug whose price
increases (relative to the price in a baseline month and
year) beyond the rate of inflation, utilizing calculations
from the Consumer Price Index for all Urban Consumers
(CPI-U).22
Partnership for Part D Access, which is comprised of
patient advocacy groups, has expressed concern about the
potential implications of these proposed changes, e.g., it
may force beneficiaries to switch to less-costly, but
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potentially less-effective, drugs.23 Other advocacy
groups believe that utilization management practices
already in place limit patient access and employing
additional tools such as prior authorization and step
therapy could further delay access to care.24 The
Community Oncology Alliance (COA) has also
commented on the access issue, claiming that navigation
through drug hurdles would be an unnecessary burden for
beneficiaries and would delay cancer treatment, leading
to potentially fatal consequences.25

Redefining this term would mean that the price would
need to include all price concessions that could possibly
flow from network pharmacies, as well as any dispensing
fees, but exclude any additional contingent amounts.33
CMS estimates that beneficiaries would save $7.1 to $9.2
billion over 10 years; however, the cost to the
government over this time period would be
approximately $13.6 to $16.6 billion due to the expected
growth in Medicare’s direct subsidies of plan premiums
and low income premium subsidies.34

In addition to the above provisions, the proposed rule
contains less controversial measures. For example, Part
D e-prescribing standards would be updated to increase
the utilization of Real Time Benefit Tools (RTBT),
requiring each Part D plan to implement one RTBT
starting before or on January 1, 2020.26 This tool would
help inform prescribers whether there are less expensive
therapy alternatives under a beneficiary’s prescription
drug benefit, potentially resulting in improved
medication adherence and lower drug, as well as out-ofpocket, costs.27 Part D explanations of benefits (EOB)
sent to plan members would also be revised to include
drug pricing information and lower cost therapeutic
alternatives.28 In addition, Part D sponsors would be
restricted from prohibiting or penalizing pharmacies
from disclosing a lower cash price to an enrollee to help
lower out-of-pocket costs for beneficiaries (i.e., gag
clauses).29

Under the proposed rule, MA plans would also
implement prior authorization and step therapy for Part B
(i.e., physician administered) drugs as a utilization
management tool to better ensure low overall, or per unit,
payments for Medicare beneficiaries. 35 The intended
outcome for the utilization of step therapy would be
increased savings, resulting in a decrease in MA
premiums. However, similar to Part D step therapy, one
concern is that this requirement would restrict access to
medications.36 However, CMS assures that there would
be patient protections to guard against discriminatory
practices, such as denying approval based on disease,
with an expedited appeals process in place for when a
physician recommends a medication exception. 37

As currently defined, negotiated drug prices “must
include all pharmacy payment adjustments except those
contingent amounts that cannot be ‘reasonably be
determined’ at the point-of-sale.”30
Due to this
definition, negotiated prices often lack performance
adjustments, as they typically occur after the point-ofsale.31 As a result, CMS will potentially implement a
policy that would consider the negotiated price “as the
baseline, or lowest possible payment to a pharmacy.”32
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This proposed rule, which seeks to lower drug costs and
reduce out-of-pocket spending for patients, is consistent
with the aims articulated by the Trump Administration in
the Blueprint and other drug pricing proposals released
this year. This newest effort seeks to allow increased
negotiation, mainly in Part D plans, for lower costs and
inclusion of alternative therapies to beneficiaries.
Although the intent is to lower drug costs, patient
advocacy groups have expressed concern that some of the
proposed changes could potentially limit patient access
to more effective and beneficial drugs. The proposed rule
is open for public comment until January 25, 2019.38
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