Bristol Myers is the latest drug company to
sue HHS over payment terms for 340B
hospitals

This is the third large drugmaker to file a lawsuit over this issue
In recent weeks
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Bristol Myers Squibb has filed a lawsuit accusing the Biden
administration of unlawfully preventing the company from using rebates
to pay hospitals that participate in a federal drug discount program, the
fourth large pharmaceutical company to attempt a change in payment
terms in recent weeks.

The drugmaker sought that move for its widely prescribed Eliquis blood
thinner, but the U.S. Department of Health and Human Services
maintained such a switch would violate federal law. The agency recently
made the same determination in rejecting moves by Johnson &
Johnson and Eli Lilly to change payment terms, both of which

filed lawsuits. Sanofi also wants to change payment terms, but has not
filed a lawsuit.

In its lawsuit, Bristol argued that the 340B Drug Discount Program is
rife with waste and abuse. The program was created three decades ago to
help hospitals and clinics care for low-income and rural patients. Drug
companies that want to take part in Medicare or Medicaid must offer
their medicines at a discount — typically, 25% to 50%, but sometimes
higher — to participating hospitals and clinics.

However, Bristol had an additional motive for filing its suit. Eliquis was
selected by Medicare for price negotiations. And the agency wants
manufacturers to ensure the 340B discount and maximum fair price
under the Inflation Reduction Act are not applied to the same drug. By
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offering rebates instead of discounts, the company is trying to avoid this
conundrum. J&J stated the same concern in its lawsuit.

Since its inception, the program has ballooned and stirred controversy.
There are now about 55,000 participating entities. As we have previously
noted, this has regularly factored into the national clash over the cost of
medicines. Prescription medicines purchased in the U.S. under the
program amounted to $66.3 billion last year, a 23.4% increase from the
previous year, according to government data.

For this reason, the program has factored into the debate over the rising
cost of prescription medicines. Drugmakers argue that hospitals abuse
the program and divert payments to other uses, such as fueling
consolidation of health care systems that, in some cases, favor wealthy
communities. As a result, the pharmaceutical and hospital industries
have squared off over pricing, transparency, and billing.

“In recent years, the lack of transparency in the 340B program has
driven widespread abuse. Many covered entities [the term used for
hospitals and clinics] and their business partners, such as large retail
pharmacy chains, have profited from the program without lowering costs
to patients,” Bristol argued in a statement issued at the time its lawsuit
was filed in federal court in Washington, D.C.

Trade groups representing hospitals have countered that switching
payment terms to rebates violate federal law. Moreover, they argue such
a move would force hospitals to incur significant costs and, as a result,
these institutions would lack the resources needed to treat patients while
drugmakers and third parties determine when and whether to approve
rebates.

But Bristol pointed to research showing that, from 2013 to 2021, the
vulnerable patient population was nearly cut in half while 340B revenue
grew by 374%. And the company cited a report issued by North Carolina
officials that found state hospitals had used the 340B program to
overcharge cancer patients, state employees, and taxpayers for cancer
medicines.


https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bms.com%2F340b-rebate-model-litigation.html&data=05%7C02%7CMakerly.Duarte%40shcare.net%7C9505146d7aa3458e46c608dd0fb1f9c2%7C9b9790ee2fe14cf8a3451c47c79aef30%7C0%7C0%7C638683979283286199%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=jEdl4nLtJ5QtkmR0EKxtDfhEGRRgfBghHxLlvkyDsmQ%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmedia.thinkbrg.com%2Fwp-content%2Fuploads%2F2024%2F01%2F12123932%2F340B-Program-at-a-Glance_2024-FINAL-CLEAN.pdf&data=05%7C02%7CMakerly.Duarte%40shcare.net%7C9505146d7aa3458e46c608dd0fb1f9c2%7C9b9790ee2fe14cf8a3451c47c79aef30%7C0%7C0%7C638683979283299165%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=03se8v14GNtkaZGwkarmFroz87G3FYR4dWlIVelNPHI%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.shpnc.org%2Fdocuments%2Fovercharged-state-employees-cancer-drugs-and-340b-drug-price-program%2Fdownload%3Fattachment&data=05%7C02%7CMakerly.Duarte%40shcare.net%7C9505146d7aa3458e46c608dd0fb1f9c2%7C9b9790ee2fe14cf8a3451c47c79aef30%7C0%7C0%7C638683979283312131%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=JGuSPHTOehnukUkm4Gu6JmhWnRz0PaJ9%2BVi9tCIwr8A%3D&reserved=0

Indeed, the program is undergoing increasing scrutiny. Earlier this week,
Minnesota state officials released a first-of-its-kind report that found
participating hospitals reaped at least $630 million in revenue last year.
The largest hospitals received roughly $500 million, representing 80% of
the total revenue collected, while accounting for only 13% of the total
number of participating hospitals.

Four years ago, many drugmakers tried a different tactic by limiting
some discounts when hospitals or clinics bought medicines and then
shipped them to contracted retail or specialty pharmacies for patients to
pick up or for delivery, instead of using their own in-house pharmacies.
The companies alleged that using contract pharmacies led to abuses,
such as duplicate billings, product diversions, and ineligible rebates.

The moves to curtail discounts or restrict use of contract pharmacies
sparked an outcry among lawmakers, state attorneys general, and
numerous patient groups that argued those steps violated federal law
and hurt patient access. Some states passed laws to block drugmakers
from restricting hospitals from using contract pharmacies, prompting
some companies to file lawsuits.

The Minnesota report, meanwhile, found that hospitals and clinics paid
third-party administrators and contract pharmacies more than $120
million. This meant that for every $100 in revenue generated by the
program, these institutions paid roughly $16 to external parties to
administrate and operate areas of their 340B programs. The top 10% of
all hospitals and clinics lost about one-third of their gross 340B revenue
to administrators and contract pharmacies.
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