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Abstract: A lack of transparency and concerns
over patients costs at the pharmacy counter have
increased Congressional focus on pharmacy ben-
efits management practices. However, applying
regulations without transparency into pharmacy
benefits managers practices could do more harm
than good.

at the top of mind for multiple Congressional

committees over recent months. In a divided
Congress, this is one consistent area of bipartisan
agreement, though deciding what reforms would be
most productive has been a challenge. Pharmacy ben-
efits managers are easy to malign — they are the true
“middlemen” in a complex system that sometimes
seems more concerned with profit maximization than
with patient care. There is also a lack of transparency
into pharmacy benefits manager business practices,
and concerns that the current compensation structure
drives up prices for patients at the pharmacy counter.
However, a rush to regulate pharmacy benefits man-
agers could do more harm than good. To understand
why, it is worth considering what role they play in the
prescription drug supply chain today.

Pharmacy benefit manager reform has been
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Pharmacy benefit managers (PBMs) act as the
negotiators for prescription drug prices for insured
individuals, including those in Medicare’s outpa-
tient drug benefit. There is a common misconception
that Medicare does not negotiate prescription drug
prices. While the program does not negotiate across
all members, private plan sponsors that provide
Medicare Part D coverage engage pharmacy benefits
managers to negotiate prescription drug prices for
their insured members. Given consolidation in both
Medicare Part D and in PBM services, these compa-
nies tend to negotiate on behalf of very large popu-
lations and receive deep discounts for some covered
drugs.

Aswith all negotiations, leverage isimportant. PBMs
can use formulary inclusion (whether a drug will be
covered or not), formulary placement or tiering (how
much will it cost patients to use the drug), and uti-
lization management (how many hoops patients and
clinicians must go through before getting the drug)
as leverage for negotiations with drug manufactur-
ers. Because Medicare Part D plans must meet basic
coverage requirements, this leverage can vary across
products. For example, if there are multiple drugs in a
class that work in the same way, a PBM can threaten
to exclude a drug from the formulary altogether (a
very strong lever). To ensure that beneficiaries have
access to needed medications, the Center for Medicare
and Medicaid Services requires that all Part D plans
cover at least two drugs in most commonly prescribed
categories and classes, and they require that plans
cover all drugs in certain “protected classes.”” In cases
where there is only one drug in a class or for drugs
in protected classes, plans and their PBMs can only
use levers that increase costs to beneficiaries who use
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the drug or that make it more difficult for clinicians to
prescribe the drug.

Applying federal regulations to PBMs without a
clear understanding of their current business prac-
tices could result in ineffective or counterproductive
policies. For example, the Trump administration’s
“rebate rule” attempted to eliminate the safe harbor
exception to the federal Anti-Kickback Statute for
rebates negotiated by PBMs in Medicare Part D (with
the exception of rebates that are passed on to patients
at the point of sale) with the hopes that drug manu-
facturers would voluntarily reduce their list prices in

The bill would change PBM compensation to a “bona
fide service fee” structure, rather than allowing com-
panies to receive compensation tied to drug list prices.
It also requires that pharmacy benefits managers pro-
vide data to Part D plan sponsors and the Secretary of
Health and Human Services regarding prices, medica-
tion use, and formulary placement for covered drugs.
PBMs would still negotiate for rebates, discounts,
and price concessions, but these funds would be fully
returned to Part D plan sponsors and, presumably, to
beneficiaries in those plans through lower premiums or
slower premium growth. The bill also increases oppor-

Because these changes shield most Medicare beneficiaries from overpaying
for highly-rebated drugs, it allows Congress to focus on reforms in the
Medicare program that will do the most to lower overall spending on drugs
and that can help to keep premiums in check in the long run.

response.? Manufacturers responded under oath that
they would not lower their list prices? and, as a result,
the Congressional Budget Office determined that
such a policy would dramatically increase Medicare
Part D spending.* This example demonstrates how
naively applying policies to an opaque and complex
system could backfire. A representative from the par-
ent company of one of the largest PBMs in the country
recently noted that PBMs would find ways to maintain
profit levels if Congressional reforms were enacted.’

The recent testimony to the United States House of
Representatives Committee on Ways and Means pro-
vided by Dr. Rome® highlights these issues, along with
some suggestions for how Congress could carefully
approach pharmacy benefit manager reform. Specifi-
cally, Dr. Rome suggests that Congress should ensure
that plans do not tie patient cost-sharing to drug
list prices, require that pharmacy benefits managers
provide all rebates back to plan sponsors, eliminate
spread pricing or paying pharmacy benefits manag-
ers as a percentage of a drug’s price, and investigate
vertical integration between plan sponsors, pharmacy
benefits managers, and pharmacies.

Since the time of Dr. Rome’s testimony, Congres-
sional committees have advanced several PBM reform
bills,” with most targeting greater transparency into
contractual relationships and limiting how PBMs
can be compensated by the insurers and employers
that hire them. In late July 2023, the Senate Finance
Committee approved a bipartisan legislative package®
focused on increasing transparency of PBM practices.
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tunities for oversight into compensation practices
among vertically integrated plans, evaluating efforts by
parent companies that represent Part D plan sponsors,
PBMs, and pharmacies from excessively profiting from
these arrangements. Increased visibility into current
business practices will allow for more carefully crafted
policies that hope to maintain the benefits of PBM
services while reducing potential abuses and overpay-
ments in the system today.

Much of the ire over PBM pricing practices has
been driven by how these practices harm patients
who pay for their medications based on the drug’s list
price. While the bills that have been advanced to date
do not address this issue directly,® the changes antici-
pated with the Inflation Reduction Act’s redesign
of Medicare Part D may do so indirectly, at least for
Medicare beneficiaries. For example, under a typical
Medicare Part D plan offered today, most beneficiaries
using preferred brand-name drugs pay flat-fee copay-
ments during the initial benefit phase but transition
to a coinsurance during the “coverage gap” phase (cur-
rently 25%). For highly-rebated drugs, beneficiaries
are ultimately paying much more than 25% of the
post-rebate (net) price for these prescriptions.’® Under
the redesigned Part D benefit — which will be fully
implemented in 2025 — the coverage gap is removed
from the benefit design, likely resulting in plans offer-
ing preferred brand-name drugs at a flat fee for all fills
up to the $2,000 out-of-pocket cap. For higher-priced
drugs where coinsurance is nearly always used, benefi-
ciaries may also be protected from excessive spending
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