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HHS Awards Prime Vendor Contract to HPPI
Texas-Based Organization to Administer the Program

The U.S. Department of Health and Hu-
man Services (HHS) has granted the 340B
prime vendor contract to Healthcare Pur-
chasing Partners International (HPPI), the
same entity that has managed the prime ven-
dor program since June 2003. HPPI was se-
lected over two other competitors, The Moni-
tor has learned.

On September 9, the Health Resources
and Services Administration (HRSA) an-
nounced that HPPI has been
awarded a 2-year contract
with three one-year options.
The government has not yet
issued a press release on the
decision, but the contract
was announced on the Fed-
BizOpps website.

“We’re excited about the
opportunity to fill this role,”
says Chris Hatwig, Senior
Director of the prime vendor
program, adding that the
decision removed a “big
barrier” to HPPI’s admini-
stration of the program.

The Monitor has learned that three bids
were received by HRSA before the July 19
deadline. In addition to HPPI, HRSA re-
ceived bids from MedAssets, Inc., a group
purchasing organization based in Alpharetta,
GA, and DMS Pharmaceutical Group, Inc., a
pharmaceutical wholesaler headquartered in
Park Ridge, IL.

PVP Senior Director Chris Hatwig

In September 1999, the first prime ven-
dor contract was awarded to Bergen Bruns-
wig, a pharmaceutical supply chain manage-
ment firm that merged with Amerisource in
2002. In June of last year, AmerisourceBer-
gen subcontracted the program to HPPI.

Co-owned by the University Healthsys-
tem Consortium (UHC) and VHA, HPPI be-
lieves that it is well situated to operate the
prime vendor program based on the fact that
these organizations collec-
tively represent 45 percent of
all registered 340B hospitals
and satellites, which spend
more than $750 million on
outpatient 340B drugs annu-
ally.

Upon taking control of the
program, HPPI hired a team
of 340B experts to oversee it,
including Hatwig, who had
formerly served as Pharmacy

Director at the Parkland
Health and Hospital System
in Dallas, TX. While at Park-
land, Hatwig was credited
with negotiating millions of dollars worth of
subceiling discounts on 340B drugs.

“l made a major career move in order to
take this job,” says Hatwig. “l saw a real op-
portunity for this program to grow.”

In its short tenure, Hatwig says that HPPI
has helped the program to grow significantly.

continued on pg. 6
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CMS Encourages ADAPs to Take Advantage of 340B

The Centers for Medicare and Medi-
caid Services (CMS) have formally ad-
vised AIDS Drug Assistance Programs
(ADAP) and other Ryan White titled
programs to take advantage of the 340B
program as a means of lowering drug
costs by purchasing their drugs directly
at discounted prices.

In a proposed rule on the Medicare
Prescription Drug Benefit printed in the
August 3" edition of the Federal Regis-
ter, CMS points out that nearly all state
ADAPs currently participate in the 340B
program, though one-half of the ADAPs
receive rebates from manufacturers
rather than purchasing their drugs with
the discounts built into the price or
through the prime vendor program.

The 50 state ADAPs provide pre-
scription drugs to approximately
136,000 HIV/AIDS patients each year,
or about 30 percent of Americans esti-
mated to be living with the disease. The
programs were first granted funding in
1987, and were later incorporated into
the Ryan White CARE Act in 1990.

Unlike other 340B entities, ADAPs
have the unique option of acquiring
340B discounts through either a direct
purchase model or a rebate program.

Under the direct purchase model,
ADAPs purchase discounted 340B
drugs and dispense them in central phar-
macies, such as University hospitals. In

these cases, the drugs may be distributed
in a number of ways, including by mail-
order. However, because ADAPs func-
tion primarily as payers rather than as
providers, there is also a system that
allows ADAPs to reimburse retail phar-
macies for drugs they dispense and re-
quest rebates from the manufacturers of
the drugs.

A report released by the HHS Office
of Inspector General in September 2000
estimated that “rebate ADAPS” saved

“We are worried that CMS is try-
ing to dictate something that is not
in their purview.”

Murray Penner
NASTAD

significantly less than ADAPs that took
advantage of the direct purchase option.
At the time, the Health Resources and
Services Administration (HRSA) stated
that it was committed to helping ADAPs
convert to the direct purchase model.
“Studies have indicated that the
States receiving an upfront discount
benefit more fully from the 340B pro-
gram than those States receiving a re-
bate,” the proposed rule states. “States
are encouraged to move toward the
model of purchasing their drugs directly,

as they can realize more savings than
States using the rebate model.”

The National Association of State
and Territorial AIDS Directors
(NASTAD), a non-profit association of
state health department HIV/AIDS pro-
gram directors, has called CMS’s sug-
gestion into question, arguing that it is
very difficult, and may prove to be more
costly, for rebate ADAPs to convert to
the direct purchase model.

“These studies do not take into ac-
count the costs of switching to the direct
purchase model, and other studies point
in the other direction,” says Murray Pen-
ner, Director of NASTAD’s Care and
Treatment Program, adding that ADAP
clients actually have better access to
pharmacy services in rebate states be-
cause they can purchase their drugs
from their local retail pharmacies.

“We are worried that CMS is trying
to dictate something that is not in their
purview,” says Penner.

ADAPs and the Medicare Rx Benefit

The proposed rule goes on to state
that CMS is soliciting suggestions on
how to maximize savings for HIV/AIDS
patients in the new Medicare drug bene-
fit, asking specifically whether it is
“feasible for ADAP programs to partici-

continued on pg. 6
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AIDS Healthcare Foundation Sues GlaxoSmithKline Over 340B Pricing

The AIDS Healthcare Foundation
(AHF), which describes itself as the
nation’s largest specialized provider of
HIV care, has filed suit against drug
manufacturer GlaxoSmithKline (GSK)
alleging that the British company has
manipulated its prices for 340B-covered
HIV/AIDS treatments.

The suit, filed on September 1 in the
Central District of California in Los
Angeles, accuses GSK of “federal statu-
tory violations, breach of contract, un-
just enrichment, unfair competition, and
fraud” and calls for monetary and in-
junctive relief for all 340B overpay-
ments.

The suit alleges that GSK has failed
to accurately report the Medicaid “best
price” for its HIV/AIDS drugs,
“deliberately causing Medicaid pro-
grams and other entities that use Medi-
caid price calculations as a pricing
bench mark—especially 340B Providers
like AHF—to substantially overpay for
drugs.”

AHF plans to seek reimbursements
on all purchases dating back to the in-
ception of the 340B program in 1992,
says AHF Associate General Counsel
Katy Robison.

AHF, which is based in Los Ange-

les, has also asked California State
Senator Richard Alarcon (D), Chairman
of the State Legislature’s Joint Legisla-
tive Audit Committee, to lead an investi-
gation of GSK and other drug manufac-
turers with respect to their Medicaid and
340B pricing practices.

The purpose of the audit, says Robi-
son, is to determine whether Medi-
Cal—California’s state Medicaid pro-
gram—has been overcharged due to the

“When it comes to AIDS drug
pricing policies, we believe that
Glaxo is the original sinner”

Michael Weinstein
AHF President

pricing policies of manufacturers par-
ticipating in the 340B program. She says
that Senator Alarcon’s audit will focus
on all 340B drugs, not just HIV/AIDS
treatments.

OIG Reports Cited As Evidence

The AHF suit is unlike the most re-
cent 340B suit filed by Central Alabama
Comprehensive Health Care (CACHC)
in July (The Monitor, August 2004) in

important respects. In particular, AHF’s
action targets a single drug manufacturer
rather than a large group, and AHF is
not seeking to enroll other providers or
provider groups in a class action.

According to AHF President Mi-
chael Weinstein, the goal of the suit is to
“level the playing field by having the
court help us and others ascertain accu-
rate, honest information on GSK's true
drug costs so that we and other provid-
ers may seek relief from the courts for
overcharges on these drugs.”

However, much like the Alabama
suit, AHF’s claim relies heavily on the
U.S. HHS Office of Inspector General
reports on the 340B program released in
June (The Monitor, July 2004), which
estimated that 340B entities were over-
charged by more than $41 million dur-
ing the course of a single month in 2002.

The report did not identify particular
manufacturers or providers involved in
the overcharges or attempt to determine
why the overcharges took place.

Robison argues that the failure to
identify the manufacturers is a sign that
the government is complicit with the
pharmaceutical companies.

AHF’s suit also cites as evidence a

continued on pg. 7

UPCOMING SUMMIT ON MEDICAID REBATE PROGRAM

September 21-22, 2004

edicaid Drug

Denver, CO
Rebate Program

& Other Public Secrory Reimbuwsement Programs

Marriott Denver City Center

The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 is the most fundamental and structural change
our healthcare system has experienced in over a decade, and it brings sweeping changes to the Medicaid Drug Rebate arena.
This year's Summit on the Medicaid Drug Rebate Program & Other Public Sector Reimbursement Programs will help states and
manufacturers address their need to change now and through 2006 and beyond. For the past eight years, the Institute for In-
ternational Research’s (IIR) Summit on the Medicaid Drug Rebate Program has provided states and manufacturers with best
practices in managing the complex set of rebate responsibilities and avoiding disputes. The event delivers legislative and regu-
latory Medicaid rebate and pricing policy updates as well as solutions to compliance challenges on a federal level.

For more information, visit www.medicaiddrugrebates.com
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STATE WATCH
The Latest on 340B and the States

California Legislature Proposes “340B-Like” Discount Program

The California State Legislature has
passed a bill that would require drug
manufacturers to offer significant dis-
counts on pharmaceuticals to a group of
primary care and other outpatient facili-
ties not eligible for the 340B program.
The bill would also require manufactur-
ers to disclose a list of the discounted
prices upon request.

The bill is designed to benefit health
care providers that are not 340B covered
entities but are considered “primary care
clinics” by California law, including
free clinics, community clinics, and
some specialty clinics. Ex-
perts estimate that less than
100 clinics would be af-
fected by the measure.

Specifically, the bill
calls upon manufacturers to
offer drug prices to eligible
entities that do not exceed
105 percent of the Medicaid
best price for brand name
drugs or the 340B ceiling
price for generics.

The 105 percent figure
was chosen to prevent these
discounts from affecting the
Medicaid “best price” of
brand name drugs, which
could otherwise increase the size of the
rebates that manufacturers are required
to pay to state Medicaid agencies.

SB 1563, introduced by Senator
Martha Escutia (D), was passed in both
the Senate and the Assembly on August
28 and presented to the Governor on
September 3. Once enrolled, the Gover-
nor has 30 days to review the bill. If
approved, the measures contained in the
bill will go into effect on July 1, 2005.

The program proposed in the bill
resembles the 340B program in a num-
ber of ways. First, the bill includes an
anti-diversion clause, stating that the
drugs purchased in accordance with the

SB 1563

program “may not be resold or other-
wise transferred to a person who is not a
patient of the entity.”

The bill also includes a specific defi-
nition of “patient” that is similar to the
definition used in the 340B statute. Ac-
cording to the bill, a patient may only
receive the discounted drugs if (a) the
entity has a relationship with the patient
and maintains records of the patient’s
health care, and (b) the patient receives
health care services from a professional
who is employed by the entity or under
contract with the entity.

CALIFORNIA RX DISCOUNT BILL

 Passed August 28; Sent to Governor September 3

o Would require drug manufacturers to offer discounts
to “eligible entities” similar to those achieved through
340B.

e Would also require manufacturers to disclose a list
of their discounted prices to providers that wish to take
part in the program.

The bill also stresses that primary
responsibility for the patient’s health
care must remain with the eligible en-
tity, and includes a provision explicitly
stating that manufacturers are allowed to
charge prices below the “maximum
price” described in the legislation.

Unlike the 340B program, which
requires pricing data to remain confiden-
tial, the California legislation would
require manufacturers to disclose the
discounted prices upon request to enti-
ties that wish to purchase their drugs.

The manufacturer would also be
required to verify in writing that the
prices they are offering are consistent

with the discounts described in the bill.

SB 1563 is one of a number of bills
that have been passed recently by the
California Legislature in an effort to
expand access to affordable drugs. On
the same day that it approved SB 1563,
the Legislature approved a package of
bills that would make it easier for Cali-
fornia residents and state agencies to
research prices and purchase drugs from
Canada, though it is unlikely that Gover-
nor Schwarzenegger (R) will sign these
bills into law.

The Legislature also passed a bill
recently that would re-
quire family planning clin-
ics to bill Medi-Cal for
340B drugs at the lesser of
either acquisition cost plus
a $12 dispensing fee or
“usual costs charged to the
general public.”

The passage of these
bills comes just weeks
after Schwarzenegger un-
veiled his plan to help
health care providers take
advantage of free drug
programs sponsored by
pharmaceutical companies
and to improve the state’s
system of negotiating prices.

The Governor’s plan would require
participants to receive a card that they
could present to pharmacists, who
would then be responsible for finding
the cheapest drugs for that patient,
whether these prices were achieved
through patient assistance programs or
through negotiations with the state.

Legislators have claimed that
Schwarzenegger’s proposals have come
too late in the legislative session to be
considered, and they plan to take up
discussion of his plan next year.
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OIG Report Addresses 340B “Carve-Out” in NY Medicaid Program

The U.S. HHS Office of Inspector
General (OIG) has issued a report on the
New York State Medicaid Drug Rebate
Program recommending that the Depart-
ment of Health improve its billing, col-
lection, and dispute resolution systems
and take advantage of missed savings
opportunities.

The OIG audit found that the state
had failed to provide accurate and com-
plete information on its rebate activities
and needed to address weaknesses in the
“processes, controls, and accountability”
of their rebate program.

The report, issued on September 1,
also claims that the state has failed to
take advantage of opportunities to save
money by not properly monitoring their
rebate practices. In particular, OIG ar-
gues that the state could generate $3.3
million in savings each year by “seeking
rebates from 340B entities that do not
bill the Health Department at discounted
prices.”

Members of the 340B community
have been quick to dispute this recom-
mendation. “The report appears to re-
flect a misunderstanding about a cov-
ered entity’s right to ‘carve out’ its
Medicaid drugs from its 340B pur-

chases,” says Bill von Oehsen of the
Public Hospital Pharmacy Coalition
(PHPC). “The proper response is for the
Health Department to seek manufacturer
rebates for the ‘carved out’ drugs rather
than expect the covered entities to pass
along 340B discounts that they never
received.”

Both the Public Health Service Act
and the Social Security Act require state
Medicaid agencies to prevent rebate
requests that would lead to entities re-
ceiving both a 340B discount and a
Medicaid rebate.

One common method of avoiding
this “double discount” problem is for
covered entities to take advantage of the
“Medicaid carve-out” option, which was
formally recognized by the Health Re-
sources and Services Administration
(HRSA) in a Federal Register notice
issued on March 15, 2000.

Under this arrangement, entities are
permitted to purchase their Medicaid
drugs at above the 340B price and then
bill Medicaid at a non-340B price. In
these cases, Medicaid is entitled to re-
quest a rebate from the manufacturer,
which is what New York’s rebate pro-
gram has reportedly failed to do.

According to the OIG report, New
York does not have an effective mecha-
nism for determining whether 340B en-
tities are billing Medicaid at a dis-
counted price.

OIG encourages the state’s Depart-
ment of Health to work with the Centers
for Medicare and Medicaid Services
(CMS) to develop “cost-effective meas-
ures” aimed at directing these savings to
the Medicaid program.

The Department has responded fa-
vorably to the recommendation, ac-
knowledging that it “should be working
with CMS to achieve appropriate sav-
ings for 340B discounts.” However, the
Department argues that “the collection
of rebates due from improper billing by
340B entities is a universal concern for
all states and requires that CMS take the
lead in this effort.”

The report also identifies a number
of other issues that must be addressed by
the state’s rebate program. For instance,
OIG found that the state had understated
the Federal share of rebates for drugs
used in family planning clinics by ap-
proximately $730,000 a year and had
accrued a balance of $350.6 million in
outstanding rebates as of June 2002.

DRUG COST MANAGEMENT AND VALUE FOR VULNERABLE POPULATIONS

Volunteers in Health Care (VIH) and Medicine for People in Need (Medpin), nonprofit leaders in the field of pharmaceuti-
cal access, invite you to subscribe to Rx for Access.

Rx for Access brings together the information safety net providers need to manage pharmaceutical services in today’s
highly charged health care environment. The bimonthly newsletter explores effective strategies for balancing cost and access
issues, ways to incorporate drug companies' patient assistance programs into pharmacy operations, dispensing options for clin-
ics, steps to qualify for and better use 340B discounts, and trends in federal and state policies affecting pharmaceutical access.

For more details, visit www.rxforaccess.org
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Prime Vendor Program Prepares for Future

continued from pg. 1

There are currently more than 600 par-
ticipants in the program, the vast major-
ity of which are disproportionate share
hospitals (DSH). Hatwig says that ap-
proximately 200 participants have ap-
plied since the beginning of September,
and with the announcement of the con-
tract, he expects an even larger influx of
participants in the near future.

The prime vendor program has also
secured a number of significant con-
tracts over the past few months, accord-
ing to Hatwig. For instance, the program
recently entered into a contract with
Health Care Diagnostics, Inc., a com-

pany that manufactures diabetic strips
and supplies. In accordance with the
new contract, participants in the prime
vendor program will likely achieve 30
percent savings off of existing private
sector prices on supplies such as lancets
and strips. Hatwig says the agreement
will save one hospital in the program
$600,000 a year.

The prime vendor has also entered
into a contract with First Horizon for
their drug Sular, a calcium channel
blocker that is often used to treat angina
and high blood pressure. The Sular con-
tract represents the first instance where
the prime vendor program has achieved
significant discounts—more than 30

percent below the 340B ceiling price—
on a brand name drug.

As for the future, Hatwig says that
his focus will be on promoting longer-
term contracting, which he believes will
be more cost-effective and manageable
for both providers and suppliers.

In the meantime, HPPI has commit-
ted much of its time to marketing the
program to as many covered entity
groups as possible. “We’ve been on the
road constantly,” Hatwig says, speaking
to a wide range of 340B covered entity
groups in an effort to broaden the pro-
gram and improve its ability to secure
greater discounts.

ADAPs Wary of New Medicare Regulations

continued from pg. 2

pate with prescription drug plans so that
the drugs offered to individuals with
HIV/AIDS can be offered at 340B
prices.”

One obstacle that may complicate
such partnerships is the provision in the
proposed Medicare regulations that
states that ADAP spending on
HIV/AIDS treatments will not be
counted towards the out-of-pocket
spending of Medicare beneficiaries. As
a result, it is unlikely that ADAP benefi-
ciaries will spend enough money to
reach the “catastrophic limit,” the point
at which Medicare covers 100 percent of
a beneficiary’s drug costs.

This is especially troubling for
ADAPs, which would continue to pay
the full cost of drugs for those who are
in the “doughnut hole,” a spending
range where beneficiaries are responsi-
ble for all of their own drug costs.

Ann Lefert, a Public Policy Program
Associate at NASTAD, says that allow-
ing ADAP spending to count towards
the “catastrophic limit” is NASTAD’s
most important priority in responding to
the proposed regulations.

Another cause for concern among
state ADAPs is that Medicare prescrip-
tion drug plans are permitted to charge
coordination fees to groups such as
ADAPs that provide insurance. Lefert
says that NASTAD is also concerned
about the possibility that some Medicare
prescription drug sponsors may have
formularies that are too restrictive to
include all of the drugs used by ADAP
clients.

NASTAD is currently developing
strategies to create a “win-win” situation
with CMS so that both programs are
able to benefit from savings on
HIV/AIDS treatments.

ADAPs Looking to Contain Costs

The federal funding provided to
ADAPs under the CARE Act represents
the largest component of the national
ADAP Dbudget—the federal earmark
made up 72 percent of ADAP funding in
FY 2003—though states may also re-
ceive funding from other sources.

NASTAD and others are concerned
that this funding may not be keeping up
with increases in costs. According to the
most recent National ADAP Monitoring

Project Annual Report, 35 state ADAPs
saw increases in their monthly drug ex-
penditures between April 1, 2003 and
March 31, 2004 and 41 of the 50 state
ADAPs experienced increases in the
number of clients they served.

However, the report also found that
a number of states have suffered de-
creases in funding from various sources,
with five states experiencing net de-
creases in their overall budgets. As a
result, many states have implemented
“cost-containment measures” to keep
down drug costs and maintain the sol-
vency of their programs.

According to the Monitoring Project
report, 17 states are currently imple-
menting or planning to implement vari-
ous cost-containment measures. Some of
these measures, including the reduction
of formularies and increased cost-
sharing, have the potential to limit pa-
tient access by either capping the num-
ber of patients who can be assisted by
the state or requiring patients to help pay
for the drugs they receive.

Ultimately, Penner says that the
most effective solution to the budget
shortfalls facing state ADAPs would be
for state and federal legislators to pro-
vide more funding for the program.
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Schering-Plough Begins to Issue Settlement Checks

340B covered entities that purchased
Claritin from 1998-2003 have begun to
receive reimbursement checks from
Schering-Plough in accordance with a
settlement reached in July between the
drug company and the federal govern-
ment.

The settlement stemmed from alle-
gations that Schering-Plough offered
concessions to two managed care com-
panies in order to avoid lowering Clari-
tin’s Medicaid “best price.”

The agreement stated that Schering-
Plough had 30 days to issue reimburse-
ment checks following certain events,
including the court’s acceptance of the
company’s guilty plea in connection
with charges that the company allegedly
violated the Anti-Kickback Act.

The guilty plea was entered on Au-
gust 13. According to a number of 340B
participants, checks were issued on Sep-
tember 3.

The settlement set aside $10.6 mil-
lion for covered entities, but stated that
this figure could be larger depending on
the results of an accounting of over-
charges conducted by Schering-Plough.
The settlement amount represented
roughly double damages for 340B enti-
ties, according to a number of govern-
ment sources.

Some hospitals have received checks
for over $100,000 while health centers
and other 340B entities are generally
receiving smaller allotments, the Moni-
tor has learned.

According to the letter that has ac-
companied the settlement checks, cov-
ered entities are also receiving from
Schering-Plough a report detailing all of
the purchases made by the entity during
the quarters covered in the settlement.

These reports, which were not in-
cluded in similar settlements reached
last year, allow covered entities to com-

pare Schering-Plough’s records with
those maintained by the entities’ phar-
macies, and display both the “PHS Per
Unit Price” (the price paid by the entity)
and the “Revised PHS Per Unit Price”
for four different forms of Claritin.

The reimbursements cover purchases
made by covered entities between the
third quarter of 1998 and the second
quarter of 2003. This timeframe, which
is slightly different from the period cited
in the settlement as the timeframe of the
underlying best price violations, reflects
the fact it generally takes two quarters
for changes in a drug’s Medicaid “best
price” to be reflected in 340B data, ac-
cording to one of the government attor-
neys who was involved in the case.

The letter suggests that those who
have questions about the settlement con-
tact either the Schering-Plough legal
department or the Pharmacy Services
Support Center (PSSC).

AIDS Organization Targets GSK for 340B Refunds

continued from pg. 3

number of other investigations involving
improper pricing practices and “best
price” violations, both past and ongoing,
in which GSK was or is involved.

In justifying the proposed Legisla-
tive audit, AHF cites a settlement
reached between GSK and the federal
government in April 2003 in which
GSK agreed to pay $87.6 million to set-
tle several claims, including allegations
that the company had sold pharmaceuti-
cal supplies to health management or-
ganizations (HMO) at deeply discounted
prices and concealed the transactions.

The State Attorneys General also
claimed that GSK had re-labeled or re-
packaged drugs under HMO labels in
order to avoid having to include further
discounts on Flonase and Paxil in the
drugs’ “best price” calculations. As part
of the settlement, at least $9.4 million
were delegated to 340B entities affected

by the overcharges.

Based on this settlement, Robison
says that there is “every reason to be-
lieve” that GSK has continued to de-
fraud the Medicaid and 340B programs.

“When it comes to AIDS drug pric-
ing policies, we believe Glaxo is the
original sinner,” said Weinstein, refer-
ring to AHF’s action as an effort to pro-
tect its patients from the “grasp, secrecy,
and unbridled greed of these huge phar-
maceutical companies.”

GlaxoSmithKline currently controls
40 to 50 percent of the worldwide mar-
ket for HIV/AIDS drugs, according to
various estimates.

This is not the first time that AHF
has brought suit against GSK. “We have
a history with them that goes back quite
far,” says Robison.

For years, AHF has challenged
GSK’s patent on AIDS drugs such as
AZT, claiming that GSK was not actu-

ally responsible for the development of
the drugs and are therefore unworthy of
the patents. One such suit was dismissed
by a federal judge on March 5, 2003.

AHF also has a lawsuit against GSK
that will soon be heard in South Africa,
according to Robison.

AHF provides healthcare to AIDS
patients at 14 locations, including sites
in California (12), Florida (1), and New
York (1), and runs 7 pharmacies. Ac-
cording to the Pharmacy Affairs Branch
(PAB) website, their sites joined the
340B program in 1996.

GSK has not yet released a state-
ment regarding the suit, and did not re-
turn multiple phone calls seeking com-
ment.

For information on the suit, includ-
ing a copy of AHF’s press release and
excerpts from the complaint, visit
www.aidshealthcare.org.
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340B Entities Eligible For Free Vials of Taxol

340B entities and other health care
providers that treat indigent patients are
now eligible to receive free vials of the
cancer drug Taxol as a result of a recent
settlement reached between the 50 state
Attorneys General and drug manufac-
turer Bristol-Myers Squibb (BMS).

According to the 2003 settlement,
which stemmed from allegations that
BMS conspired to keep generic alterna-
tives to Taxol off the market, BMS is
responsible for providing 13,000 vials of
Taxol to low-income cancer patients “to
be distributed to DEA-approved health
care facilities throughout the United
States and its Territories, and adminis-
tered to cancer patients meeting certain
financial requirements.”

The Taxol distribution began during
the last week of August after two
months of preparation.

Taxol, a brand name version of pa-
clitaxel that is also marketed as Onxol,
is an intravenous chemotherapy drug
that is used to treat diseases such as
ovarian cancer, breast cancer, non-
small-cell lung cancer, and Karposi’s
sarcoma, the most common form of can-
cer found in AIDS patients. Taxol can
sell for up to $2,000 per vial on the open
market.

The state Attorneys General have
contracted with RxHope, an internet-
based organization with ties to PhARMA,
to distribute the drugs. RxHope assists
health care providers in applying for
patient assistance programs and free

drug samples offered by manufacturers.

“We just want to get the medications
to the people who need them,” says
Mike Larney, one of RxHope’s Taxol
Program Supervisors, adding that the
biggest challenge has been getting the
word out to providers who could benefit
from the free drugs.

Larney says that RxHope has begun
its outreach effort with disproportionate
share hospitals (DSHSs), but he stresses
that any health care provider whose pa-
tients meet the requirements of the set-
tlement can apply for the drugs.

According to the application form
available online, patients whose income
is less than 300 percent of the federal
poverty line may be eligible to receive
up to three months worth of treatment,
though Larney says that the financial
requirement is “quite broad” and may
allow those who do not qualify for other
assistance to receive free Taxol.

On the RxHope website, located at
www.rxhope.com, physicians can apply
online to receive free drugs by providing
their DEA number and financial infor-
mation about the patient who is request-
ing the drug.

Large hospitals and clinics can also
apply for the free drugs by setting up a
special “clinic account” with RxHope,
which allows pharmacists or other hos-
pital employees to order the drugs for
eligible patients on behalf of registered
physicians. Larney says that RxHope
created this option because large provid-

ers found it cumbersome to create ac-
counts for each doctor. In order to take
advantage of this option, providers must
contact RxHope directly.

Once registered on the RxHope web-
site, providers are able to track orders,
re-apply, and place new orders for addi-
tional patients. According to RxHope,
orders will be delivered 7-10 days after
the request has been approved.

Larney says that the Taxol supply
could last anywhere from 6 months to a
year before it is depleted, though he
hopes that it can be distributed inside of
10 months. “It’s anyone’s guess how
long [the drugs] will last,” he says.

The 2003 settlement also called upon
BMS to reimburse state agencies and
public hospitals, as well as individual
consumers, that overpaid for the drug.

The distribution of settlement funds
was approved on March 31 of this year,
and the mailing of all payments was
completed by June 1. According to the
Attorney General of Ohio, more than
12,700 cancer patients have received a
portion of the $55 million settlement.

The suit filed against BMS claimed
that over a four-year period the company
violated anti-trust rules and extended
their patents on Taxol in order to delay
the release of cheaper generic versions
of the drug.

Though they agreed to the settle-
ment, BMS admitted no wrongdoing in
connection with the charges.
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