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Goals:
After completing this program, participants will be able to:

1. Explain what the 340 Drug Pricing Program is, when and why it was created.

2. Describe a 340B-eligible entity.

3. Outline ways that medication access and pharmacy services are provided in 340B-eligible-
entities.

4. Discuss opportunities for community pharmacists to partner with 340B-eligible entities.

Understand community resources available to help patients who cannot afford their medicines.

Explain the “contract pharmacy” arrangement and potential changes.
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Partnering with safety net healthcare providers not only
provides an opportunity for community pharmacists to
develop new business, but creates avenues for offering patient
care and clinical services. Safety net providers include
community health centers, migrant health centers, and other
entities. Many underinsured and uninsured people in the
United States access health care services through these “safety
net” providers. While the creation of the Medicare Part D
prescription drug benefit has provided subsidized coverage to
millions of low-income people, many who are eligible for the
Low Income Subsidies are not receiving them. In addition,
some people whose income or assets put them just outside the
assistance eligibility ceilings struggle to pay for their
medications. Safety net providers often fill in these “cracks”
but the level of medication access and pharmacy services vary
widely.

The 340B Drug Pricing Program

Alarmed by the escalating cost of drugs in the early1990s, a
consortium of safety net providers began to strategize around
the best way to provide pharmacy services for patients. Their
efforts resulted in the Federal legislation in 1992 that created
the Public Health Service 340B Discount Drug Pricing
Program.

The 340B Drug Pricing Program refers to a federal statute that
requires drug manufacturers to sell outpatient drugs to eligible
health care centers, clinics, and hospitals (termed “covered
entities™) at a reduced price. This requirement is described in
Section 340B of the Public Health Service Act, which was
enacted in 1992 to provide financial relief to those facilities
that provide care to the medically underserved. By saving on
drug prices, the goal was to expand health services access to
low income individuals and families and other vulnerable
populations.

The 340B Drug Pricing program provides a discount on
outpatient drugs to eligible health centers and hospitals. It’s
called 340B because it put the “Section 340B” of the Public
Health Service Act into place. Manufacturers that participate
in State Medicaid programs must also agree to participate in
the 340B Drug Discount Pricing Program.

You may hear the terms "PHS Pricing,” "340B Pricing," and
"602 Pricing,” all of which refer to the same program and the
same discount. The term "340B ceiling price" is the highest
price the statute allows a manufacturer to charge a
participating 340B entity. Nothing in the statute prevents a
manufacturer from selling covered drugs to eligible entities at
prices lower than the ceiling price. You can read the statue by
visiting: http://pssc.aphanet.org/about/programstatute.htm

The 340B Price

The 340B price is the ceiling price, meaning it is the highest
price a participating entity could be charged. It is determined
by the Centers for Medicare and Medicaid Services using a
complex formula. The 340B price is at least as low as the price
that state Medicaid agency pays. 340B prices have been
reported to be 25 to 50 percent of the average wholesaler
price, or AWP. They are an average savings of 19 to 22

percent of clinic purchases. The 340B savings belong to the
entity that is supplying the services. There is no mandate in
the law that requires the entity to pass the 340B savings to
patients, although many choose to do so.

The statute also provides for a prime vendor who can
negotiate additional pricing reductions, called sub-ceiling
prices. Entities who participate in the prime vendor program
are able to purchase medicines for even less than the 340B
ceiling price. The term prime vendor means a preferred agent
to negotiate prices with drug manufacturers. Thus, the term
prime, or primary, and vendor or seller.

The 340B prices are updated quarterly. They are held
confidential by the Health Resource and Service
Administration’s (HRSA) Office of Pharmacy Affairs (OPA),
and they are verified. Manufacturers report price information
on their products to the CMS. CMS, in turn, provides this data
to the OPA so 340B prices may be calculated. The pricing
formula used to calculate 340B prices is specified in the
statute, and it is complex.

340B Eligible Entities

A number of the entities may participate in the 340B program.
The eligibility to purchase at the 340B price belongs to the
entities named in the legislation, these include: community
health centers, including a number of subsets, such as migrant
health centers, programs at homeless sites, schools, public
housing, and the office of tribal programs or urban Indian
organizations. Also eligible are HIVV/AIDS clinics and their
associated Ryan White drug purchasing programs, black lung
clinics, hemophilia treatment programs, native Hawaiian
health centers, family planning clinics, tuberculosis clinics,
and certified sexually transmitted disease clinics. In addition,
disproportionate share hospitals, those that take care of a
greater portion of indigent people, are also qualified to
participate. There are more than 12,000 340B eligible sites in
2007. Eligible entities are not automatically enrolled in the
340B program. They must submit an enrollment form by fax,
mail, or online. If qualified, the entity will be added to the
official database that lists participating entities at the next
quarterly update. The OPA maintains a database of eligible
sites that may be accessed at: www.hrsa.gov/opa. Click on
covered entity. Determine if you want a list of all the entities,
those added this quarter, or those to be added next quarter. The
ability to verify entity participation, is especially important to
manufacturers, wholesalers, and other service providers who
help eligible entities.

The statute defines the following entities:

(A) Federally-qualified health center (as defined in
section 1905(1)(2)(B) of the SSA)

This category includes:

FQHC Look-alikes

Consolidated Health Centers (Sec.330(e) PHSA)

Migrant Health Centers (Sec.330 (g) PHSA)

Health Care for the Homeless (Sec.330(h)

PHSA)

e Healthy Schools/Healthy Communities






