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BIO Statement in Opposition to Ohio SB 198

Position: BIO opposes SB 198, which interferes with the operation of the federal 340B Drug Discount
Program because it does not help patients lower their out-of-pocket costs, can make it more difficult
for manufacturers to identify illegal duplicate discounts (and waste in the system), and essentially
codifies contract pharmacy, a part of the program that has led to exponential inappropriate growth
and is not included in the federal statute.

We oppose SB 198 because it will exacerbate the exponential inappropriate growth in the
340B program. The 340B Program has experienced exponential growth in recent years, from a few
hundred entities in 1992 to more than 50,000 today.! From 2015 to 2021, purchases under the
Program grew an average of 24% per year.? By the end of 2022, 340B Program sales made up 16%
of total U.S. brand-name pharmaceutical sales and grew four times faster than the overall
pharmaceutical market. By the end of 2024, 340B Program sales at list prices reached $147.8 billion,
growing 16.7% year over year, driven in part by growth in the use of contract pharmacies.3 Reflecting
the incentives in the 340B program, this exponential growth is shown in data from IQVIA and CBO,
which shows 340B purchases at list price in 2024 grew by 174.6%, compared to only 53.3% growth
for non-340B purchases.* With CBO’s estimate on government spending for Medicare Part D putting
that program at $137 billion,> the 340B program is now the largest pharmaceutical program in the
nation, larger than Medicare Part D, Medicaid, and V.A./Tricare/DOD. This exponential growth is
exacerbated by illegal duplicate discounts and diversion, which underscores the need to ensure
program integrity and efficiency.

State bills that codify in state statute the practice of pharmacies contracting with 340B
covered entities exacerbate the inappropriate growth of contract pharmacy

arrangements without helping patients. SB 198 would have the effect of codifying contract
pharmacy in state law. An October 2020 study found that from April 2010 to April 2020, contract
pharmacy arrangements in the program grew by 4,228% from 2,321 in 2010 to 101,469° today it
sits at well more than 230,000.7 This explosive growth has occurred because it is extremely
profitable for pharmacies to share in the 340B discount provided to covered entities. A contract
pharmacy’s average gross profit margin on a 340B medicine dispensed at a contract pharmacy is
estimated at 72%, compared to just 22% when dispensed by an independent pharmacy.® States
should not further legitimize and expand contract pharmacy arrangements, which would benefit
contract pharmacies and covered entities, but not the vulnerable patients the 340B program seeks
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to protect and serve. For-profit contract pharmacies have contributed to exponential growth in the
program. The GAO found that over half of 340B profits retained by contract pharmacies are
concentrated in just three pharmacy chains (Walgreens, Walmart, CVS Health) plus a payer-owned
specialty pharmacy (Cigna’s Accredo specialty pharmacy).® Another recent analysis found that
those 4 entities and UnitedHealth Group (via OptumRx) account for more than three-quarters of
all 340B contract pharmacy relationships with covered entities.? All but one of those line the
pockets of a health plan or PBM.

This legislation prohibits manufacturers from withholding 340B-discounted drug products from a
340B grantee, however, most 340B grantees have contracts with pharmacies. Federal courts have
ruled that there is no statutory requirement for manufacturers to extend 340B prices to contract
pharmacies. Contract pharmacy was created through federal guidance. A guidance that the Health
Resources and Services Administration (HRSA) — the agency that issued it— itself has
acknowledged is legally unenforceable.!! We oppose legislation to address federal 340B issues that
are not in the statute and would inappropriately expand the program.

State bills that prohibit requiring claims level data as a basis for a certain type of 340B

transaction, particularly through contract pharmacies, make it more difficult to identify

duplicate discounts, which are prohibited by law and contribute to growth and waste in
the system. The Government Accountability Office (GAO) reports that contract pharmacies are a

significant source of diversion and duplicate discounts, in part, because they often do not identify
patients as 340B-eligible until after the prescription has been dispensed.!? In fact, the GAO also
notes, “66 percent of the 380 diversion findings in HRSA audits involved drugs distributed at contract
pharmacies. . .”13 Yet, SB 198 would prohibit manufacturers from obtaining information that would
ensure claims are eligible 340B claims. This is contrary to the spirit of the 340B statutory prohibition
on duplicate discounts and makes identifying them even more difficult.

Furthermore, CMS issued a bulletin in January 2020 that made “best practice” recommendations to
states on minimizing duplicate discounts.'* In this guidance to states, CMS itself indicates that
“[m]anufacturers likely need claims level data for true invoice validation purposes.” The guidance
also states that, "340B duplicate discounts can often best be identified from a review of claims level
data by the manufacturers.” While this guidance is directed at Medicaid agencies, it is applicable and
should be applied to all transactions within the 340B program. Manufacturers are the only entity in
the 340B program apart from HRSA that may audit another entity preventing a manufacturer from
requiring claims level data from 340B entities that utilize a contract pharmacy will only make it harder
for manufacturers to identify 340B covered entities that are abusing the program.

For these reasons, BIO urges legislators to oppose SB 198 which interferes with the 340B program.
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