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Provider Groups Raise Concerns Over New Part D Guidance
CMS Language Limits Role of Safety Net Providers and PAPs

The Centers for Medicare and Medicaid
Services (CMS) have released official guid-
ance that limits the role that pharmacies and
manufacturer-sponsored patient assistance
programs (PAP) can play in providing finan-
cial assistance to Medicare beneficiaries who
enroll in prescription drug plans. Representa-
tives from both provider groups and industry
have expressed concerns that the new guid-
ance could potentially harm beneficiaries
who rely on assistance from these sources to
help cover their drug costs.

The July 1 guidance—

drug costs for the remainder of the year.

According to the CMS definition of
TROOP, issued earlier this year, the figure
consists of all costs incurred by the enrollee,
or on behalf of the enrollee, by another
“person,” except for any payments that are
reimbursed to the patient through “insurance
or otherwise.”

The TrOOP issue is particularly relevant
for those who earn between 150% and 200%
of the Federal Poverty Level. These patients
will be ineligible for federal subsidies and

typically receive significant

based on a draft Coordina-
tion of Benefits (COB)
document released in
June—sets limits on the
degree to which financial
assistance provided by
pharmacies and PAPs can
be counted by beneficiaries

The new guidance limits
how financial assistance

provided by safety net phar-

macies and PAPs can be

counted by beneficiaries

toward their true out-of-
pocket costs.

financial assistance with
their drug costs from safety
net pharmacies or through
enrollment in PAPs.

Pharmacy Co-Pays

The guidance, which is

toward their true out-of-
pocket costs (TrOOP).

When the Medicare drug benefit is
launched on January 1, standard beneficiar-
ies will be required to pay down a deductible
and then cover 25% of their drug costs until
they enter a range of out-of-pocket spending
that has been termed the “doughnut hole.”

While in the doughnut hole, beneficiaries
will be responsible for 100% of their drug
costs until their TrOOP reaches $3,600. At
that point, beneficiaries will reach what is
known as the “catastrophic limit” and will
then be responsible for 5% or less of their

now available online at
www.cms.hhs.gov/pdps/
cob.asp, states that co-pays or co-insurance
that are waived by pharmacies will not count
towards TrOOP—or the patient’s deducti-
ble—if the pharmacy is either “required” to
help their patients pay for Part D drugs or
chooses to use public funds for this purpose.
This restriction could potentially leave these
patients in the doughnut hole until the next
year unless they can afford to make co-pays.
The COB document states that “payments
made for beneficiary cost-sharing by any

continued on pg. 9 (click here)
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OPA Reaches Out to Manufacturers Lacking 340B Pricing Agreements

The Office of Pharmacy Affairs
(OPA), the government agency that ad-
ministers the 340B program, has bol-
stered its efforts to ensure that manufac-
turers that participate in the Medicaid
drug rebate program are also entered
into 340B Pharmaceutical Pricing
Agreements (PPA) as required under the
340B statute.

According to the law, manufacturers
must enter into a 340B agreement as a
precondition for Medicaid covering and
paying for their covered outpatient
drugs. These agreements must cover all
labeler codes that manufacturers wish to
have covered by both programs.

However, based on an analysis per-
formed by OPA last year, it appears that
a significant number of manufacturers
have not signed 340B PPAs even though
their drugs are covered by Medicaid.

In light of these findings, OPA be-
gan contacting manufacturers by phone
last year to inform them that they were
required to enter into 340B agreements,
and the agency has continued to do so
with increasing frequency as its staff has
grown. Taking the lead on this project
has been Ann Ferrero, a Public Health
Analyst that is responsible for audits and
disputes handled by OPA.

Since January 2004, 74 manufactur-
ers have signed new PPAs with OPA,
with most companies doing so this year.

“We have received about 9 or 10
new agreements per month for the last
four or five months,” says OPA Director
Jim Mitchell, adding that these compa-
nies tend to be small manufacturers that
produce only a few drugs. He is not
aware of any large manufacturers that
have not signed PPAs.

According to data provided by OPA,
there are still 69 manufacturers that do
not have PPAs on file with the office.

To reach these companies, OPA has
worked closely with the Centers for
Medicare and Medicaid Services (CMS)
to ensure that manufacturers are aware
that they must sign 340B agreements in
order for their drugs to qualify for reim-
bursement from Medicaid.

For instance, Mitchell says that the
CMS website was recently amended so
that it now clearly states that “drug
manufacturers are required to enter a
pricing agreement with the Secretary of
Health and Human Services for the Sec-
tion 340B Drug Pricing Program.” The
site also provides a link to the OPA
website so that manufacturers can
download the 340B agreement.

Yet despite the progress made by
OPA, some representatives of covered
entities have questioned why there has
not been a more aggressive effort to
enforce the Medicaid statute.

“The absence of these agreements is

another indication that OPA is under-
staffed and underfunded,” says William
von Oechsen, General Counsel to the
Public Hospital Pharmacy Coalition
(PHPC). “Safety net providers are pay-
ing the price because they should have
been receiving discounts from the mo-
ment Medicaid coverage was estab-
lished by these manufacturers.”

Mitchell says that the responsibility
for signing these contracts lies with the
manufacturer, though OPA will continue
to monitor these agreements and will
contact manufacturers when they are
identified as having failed to sign a
340B agreement.

“As we have time, we will continue
to call the drug companies and try to
secure agreements with them,” says
Mitchell.

Another question that must be ad-
dressed is whether covered entities are
entitled to compensation from manufac-
turers that have failed to sign 340B
agreements despite benefiting from par-
ticipation in Medicaid.

Mitchell says that failure to sign a
340B agreement does not necessarily
mean that a manufacturer has not been
offering 340B pricing, though he admits
that this is “an area that could be ex-
plored.” He also says that OPA has yet
to receive a specific complaint from a
covered entity related to this issue.
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State Governors Propose Raising the Medicaid Drug Rebate Percentage

With Congress committed to scaling
back Medicaid spending by $10 billion
over the next five years, the National
Governors Association (NGA) has re-
leased a preliminary policy paper calling
for a number of reforms to the Medicaid
program including an increase in the
minimum Medicaid drug rebate percent-
age and other proposals with 340B im-
plications.

The 13-page report, released on June
15, provides a detailed set of policy pro-
posals aimed at reducing costs to the
Medicaid program. Specifically, the
paper assesses the policy goals set forth
in President Bush’s budget proposals for

Fiscal Year 2006 (The
Monitor, February 2005)
and offers alternative

poses that the federal government in-
crease the size of the minimum rebates
that pharmaceutical manufacturers are
required to pay to states for pharmaceu-
tical purchases made through the Medi-
caid program.

Currently, manufacturers are re-
quired to issue minimum rebates of
15.1% of a drug’s Average Manufac-
turer Price (AMP) for brand name drugs
and 11% of AMP for generics.

In the case of brand name drugs,
state Medicaid agencies are entitled to a
larger rebate based on the drug’s best
price if the resulting rebate is greater
than the AMP-based rebate.

NGA Medicaid Prescription Drug Proposals

NGA, as well as 340B provider groups,
believe that the best price system is an
important factor in ensuring that the
Medicaid and 340B programs have ac-
cess to the lowest price available in the
private market.

The NGA proposal does not indicate
what the new rebate percentage should
be, nor does it estimate the savings that
such an increase could generate. How-
ever, a recent report published by the
Congressional Budget Office (CBO)
estimates that the federal government
could save $3.2 billion over five years
by increasing the rebates on brand name
drugs from 15.1% to 20% off of AMP
while maintaining best
price (The Monitor, May
2005).

strategies for achieving
federal savings by reform-
ing Medicaid and other
related programs.

“The policies that are o
outlined in this paper do
not represent comprehen-
sive health care reform,” 3.
the report states. “However,
the scope is wider than the
existing Medicaid program 4.
as it focuses both on popu-
lations that may become
Medicaid eligible, as well
as some of the underlying cost drivers in
the overall health care system.”

With respect to prescription drug
issues, the paper focuses primarily on
reforming both the Medicaid pharmacy
reimbursement system and the Medicaid
drug rebate formula in an attempt to
ensure that pharmacists and pharmaceu-
tical manufacturers share the burden
when Congress considers various ways
to cut Medicaid expenditures.

“Governors believe that the burden
of reducing Medicaid expenditures for
prescription drugs will require a multi-
prong approach and should include sav-
ings proposals that affect both drug
manufacturers and retail pharmacists,”
the paper states.

To that end, the NGA paper pro-

1. Increase manufacturer rebates on Medicaid drugs while
maintaining best price.

Reform the Medicaid pharmacy reimbursement system
so that pharmacists are reimbursed fairly and accurately.

Require manufacturers to include “authorized generics”
in Medicaid rebate calculations.

Force discounts on the “front end” of drug purchases.

5. Utilize closed formularies and tiered co-pay structures.

Any increase in the minimum rebate
percentage would also likely have an
effect on the 340B prices of pharmaceu-
ticals because the 340B pricing formula
relies on these minimum rebate percent-
ages to determine the 340B price.

The President proposed an increase
in the Medicaid rebate percentage in his
FY 2006 budget, though he also sug-
gested that Congress eliminate the best
price provision from the Medicaid re-
bate formula to encourage deeper dis-
counts in the private market and to
eliminate what some in the industry be-
lieve is an ambiguous and confusing
best price formula.

NGA specifically states that the best
price provision in the Medicaid drug
rebate formula should be preserved. The

The NGA paper also
addresses other prescrip-
tion drug issues that could
have implications for
340B stakeholders, in-
cluding the President’s
proposal to replace the
current system of Medi-
caid pharmacy reimburse-
ment—which is based on
Average Wholesale Price
(AWP)—with an Average
Sales Price (ASP) system.
The NGA paper offers a
tepid endorsement of this proposal, stat-
ing, “There may be benefits of using
ASP or other calculations as a reference
price, because increased transparency of
drug costs can serve to decrease total
costs.”

The paper also proposes that the
federal government require manufactur-
ers to include the price of “authorized
generics” in their Medicaid rebate calcu-
lations. Authorized generics, which are
drugs manufactured by brand name
companies—or their generic subsidiar-
ies—and sold as generics after the com-
pany’s patent has expired, are currently
treated by the Centers for Medicare and
Medicaid Services (CMS) as generic
drugs for the purpose of best price and

continued on pg. 10 (click here)
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Congressional Reports Address 340B Pricing and Impact of Best Price

The Congressional Budget Office
(CBO) has released two reports that
analyze the pricing received by partici-
pants in federal programs such as the
Medicaid drug rebate and 340B pro-
grams, and may offer insight into the
impact of best price and other compo-
nents on the 340B ceiling price.

The first report, completed by CBO
at the request of Senate Majority Leader
Bill Frist (R-TN), describes in detail
how participants in five federal pro-
grams—the Federal Supply Schedule,
the “Big Four” Federal Ceiling Price
Program, the Department of Veterans
Affairs, the Medicaid drug rebate pro-
gram, and the Public Health Service
340B program—determine the pricing
they receive on brand name drugs.

The report is entitled “Prices for
Brand-Name Drugs Under Selected Fed-
eral Programs” and is available on the

CBO website at www.cbo.gov.

CBO’s estimate for the volume of
340B purchases in 2003 is based on
information received from the Health
Resources and Services Administration
(HRSA) in April of this year, according
to the report. Based on this data, the
report estimates that covered entities in
the 340B program spent approximately
$3.4 billion on discounted outpatient
drugs in 2003.

However, the report also acknowl-
edges that this figure would increase if
more eligible entities enrolled in the
program. “Not all eligible entities par-
ticipate in the program,” the report
states. “Some may choose not to partici-
pate because of a lack of familiarity with
the program or because they may be
receiving low prices already.”

To determine the ceiling prices that
340B entities receive for brand name

drugs, CBO simply equated the 340B
ceiling price to the “Medicaid net manu-
facturer price,” which refers to the price
paid to manufacturers for Medicaid-
covered outpatient drugs, taking into
account the manufacturer rebates re-
ceived by states.

“By law, the 340B ceiling price—
the maximum price that manufacturers
can charge participating entities—equals
the Medicaid net manufacturer price,”
the report states. The report does not
take into account the subceiling dis-
counts negotiated by 340B entities or
the 340B prime vendor program, nor
does it account for supplemental rebates
paid by manufacturers to state Medicaid
agencies to prevent the manufacturer’s
drugs from being removed from the
state’s preferred drug list.

To calculate the Medicaid net manu-

continued on pg. 5 (click here)

Comparison of Pricing Received by Federal Programs in 2003

Price Description of Price % of AWP

Average Wholesale Price A national average of list prices charged by wholesalers to pharmacies. 100

Average Manufacturer Price The average price paid to a manufacturer by wholesalers for drugs dis- 79
tributed to retail pharmacies.

Best Price The lowest price paid to a manufacturer for a brand name drug, includ- 63
ing rebates, chargebacks, discounts, and other pricing adjustments.

Federal Supply Schedule The collection of multiple award contracts used by federal agencies, 53
U.S. territories, Indian tribes and other specified entities to purchase
supplies and services from outside vendors.

Medicaid Net Manufacturer Price | The Average Manufacturer Price of a brand name drug minus both the 51
basic Medicaid rebate and the additional rebate. This is the portion of
Medicaid spending that goes to the manufacturer.

340B Price The maximum price that manufacturers can charge covered entities par- 51
ticipating in the Public Health Service 340B drug discount program.

Federal Ceiling Price The maximum price manufacturers can charge for FSS listed brand 51
name drugs to the “Big 4,” even if the FSS price is higher.

VA Price The price VA has obtained though competitive bids from manufacturers 42
for select drugs in exchange for their inclusion on the VA formulary

Source: Congressional Budget Office, June 2005
- -]
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Report Examines Components of Medicaid Rebates

continued from pg. 4

facturer price relative to Average
Wholesale Price (AWP), CBO analyzed
the rebate formula, which takes into
account both the Average Manufacturer
Price (AMP) of these drugs—which is
equal to 79% of AWP, according to the
report—and the sum of the additional
rebates received by both provid-
ers and states—which combine
to equal an additional 28% off of
AWP. By adding together these
discounts, CBO estimates that

dard rebate, while the remaining drugs
were reimbursed based on best price.
According to the Medicaid rebate
statute, states are issued rebates based
on best price if this rebate is more favor-
able than the standard rebate amount.
The report also found that states
received “additional rebates” on the vast
majority of drugs included in the study.

Anatomy of a Medicaid Rebate (2003)

Basic Rebate + Additional Rebate = Total Rebate

By adding the basic rebates received
by states to the additional rebates, CBO
was able to conclude that the average
total rebate percentage for 2003 was
equal to 31.4% of AMP.

This analysis is significant for 340B
entities because the same methodology
is used to determine the 340B ceiling
prices for brand name drugs. According

to the 340B statute, covered
entities are entitled to a discount
that is equal to the lesser of ei-
ther AMP minus the standard

both the Medicaid net manufac-
turer price and 340B price is
equal to 51% of AWP.

Nonetheless, CBO also deter-

AMP - 15.1%
Or
AMP - BP

added when
price rises faster

than inflation state

amount
received by

Medicaid rebate or best price,
as well as additional discounts
based on the inflation rate. As a
result, the total rebate received
by states is approximately equal

mined that the amount paid by
states for Medicaid drugs is 64%
of AWP after accounting for the
markups applied by pharmacies
on drugs paid for by Medicaid.

The second report, entitled “The
Rebate Medicaid Receives on Brand-
Name Prescription Drugs,” focuses
more closely on the impact of best price
and other pricing data on the rebates
received by states for brand name drugs.

According to the report, the average
basic rebate received by states during
2003 was equal to 19.6% of AMP. Ap-
proximately 64% of the drugs analyzed
were reimbursed according to the stan-

AMP - 19.6%

+ AMP-11.8% =

Source: Congressional Budget Office, June 2005

These rebates are applied when the
price of a drug rises faster than the rate
of inflation. The CBO report found that
these additional rebates were applied to
84% of drugs in 2003.

Press reports earlier this year indi-
cated that the Bush Administration
might consider eliminating the inflation-
based rebates from the Medicaid pro-
gram, though Administration officials
later denied that this was part of their
legislative agenda.

AMP - 31.4%

to AMP minus the maximum
price paid by 340B entities for
these drugs.

The report, which was re-
quested by Senate Finance Committee
Chairman Charles Grassley (R-IA), also
considers the impact of raising the
Medicaid rebate percentage, which has
been proposed by the National Gover-
nors Association (NGA) and is currently
being considered in Congress (pg. 3).
According to the report, raising the
rebate percentage for brand name drugs
from 15.1% to 20% off of AMP would
effectively raise the basic rebate per-
centage from 19.6% to 23% of AMP.
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Senate Finance Committee Debates Medicaid Fraud and Pharmacy Reimbursement

The Centers for Medicare and Medi-
caid Services (CMS) must improve its
oversight of the Medicaid drug rebate
program and take additional steps to
ensure that drug prices and pharmacy
acquisition costs are reported accurately,
according to testimony delivered by
various government agencies to the Sen-
ate Finance Committee on June 28-29.

During a two day hearing convened
by the Committee to discuss Medicaid
waste, fraud, and abuse, representatives
from the Department of Justice (DOJ),
the US Department of Health and Hu-
man Services Office of Inspector Gen-
eral (OIG), and the Government Ac-
countability Office (GAO) reported on
the government’s role in ensuring that
the Medicaid program is run efficiently
and does not overpay for drugs.

Timothy Coleman, an Associate
Deputy Attorney General in the DOJ,
addressed the importance of ensuring
that manufacturers accurately report
pricing information such as Average
Manufacturer Price (AMP) and best
price so that participants in the Medicaid
and 340B programs receive the correct
prices for their drugs.

“The purpose of the rebate program
is to ensure that the nation’s insurance

program for the poor receives the best
price for drugs available in the market-
place,” Coleman said. “Best price viola-
tions that affect Medicaid also directly
impact [340B] entities.”

In the same vein, OIG Regional In-
spector General for Evaluations and
Inspections Robert Vito criticized
CMS’s oversight of the Medicaid drug
rebate program, and in particular, the
agency’s failure to issue official guide-
lines on how manufacturers are sup-
posed to calculate their AMPs.

Aside from the statutory definition
of AMP, there is no additional guidance
from CMS on how to calculate this fig-
ure. Vito suggested that CMS further
clarify the definition to “improve the
rebate process and assist states in using
AMP data to estimate pharmacy acquisi-
tion costs.”

Vito also discussed the federal gov-
ernment’s failure to ensure that state
Medicaid programs do not overpay for
drugs. According to Vito, the program is
“vulnerable to abuse and continues to
pay too much for prescription drugs.”

In particular, Vito argued that the
use of Average Wholesale Price (AWP)
in state pharmacy reimbursement formu-
las is leading to overpayments to phar-

macies compared to their actual acquisi-
tion costs. Based on OIG data from
1999, Vito estimated that pharmacy ac-
quisition costs for brand name and ge-
neric drugs are actually 21.8% and
65.9% below AWP, respectively.

Vito also cited two reports released
by OIG in June that compare AWP to
statutorily-defined prices such as AMP,
Wholesale Acquisition Cost (WAC) and
Average Sales Price (ASP).

“OIG has recommended that Medi-
caid should base reimbursement on pric-
ing data that more accurately reflect
actual acquisition cost,” Vito said, add-
ing that moving to an AMP- or ASP-
based system could result in significant
savings for the Medicaid program.

Opponents of the ASP-based system,
which is currently used in Medicare Part
B, argue that this figure does not accu-
rately reflect pharmacy costs and dis-
criminates against retail pharmacies.

John Coster of the National Associa-
tion of Chain Drug Stores (NACDS)
testified before the Committee that an
ASP-based system would discourage the
use of generic drugs because brand
name drugs would be reimbursed more
favorably. “The OIG doesn’t necessarily
consider those factors,” he said.

ol ,_‘"‘f' 1R's MDRF |

Medicaid Drug
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Rebate Program

& Other Public Sector Reimbursement Programs
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The International Institutes for Research (IIR) has spent the last decade providing states and manufacturers with best prac-
tices in managing the complex set of rebate responsibilities and avoiding disputes, while maintaining compliance with federal
regulations. Our 10-year anniversary program represents a turning point in the drug rebate arena, as the atmosphere is increas-
ingly complex with the passing of the Medicare prescription drug legislation with: Medicare Part D placing “dual eligibles”
into Medicare, Medicare Part B requiring manufacturers to report Average Sales Prices (ASPs) for covered outpatient drugs,
the need for SPAP and PAP wraparound coverage, changes in drug utilization due to medication therapy management, Medi-
caid reform efforts in many states, compliance with new price reporting requirements and more.
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Now Available for 340B Eligible Hospitals

To order, please contact your Wholesaler

Innohep® is a low-molecular weight heparin indicated for e
the treatment of acute symptomatic deep vein thrombosis
(DVT) with or without pulmonary embolism when adminis-
tered in conjunction with the oral anticoagulant warfarin
sodium. The safety and effectiveness of Innohep”™ were es-
tablished in hospitalized patients.
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For additional information, please visit www.innohepusa.com.

Spinal or epidural hematomas can occur with the associated use of low molecular weight heparins and spinal/epidural anesthesia or spinal
puncture, which can result in long-term or permanent paralysis. The risk of hematomas is increased by the use of postoperative indwelling
epidural catheters or by the concomitant use of drugs affecting hemostasis such as NSAIDs, platelet inhibitors, or other anticoagulants.
Patients should be frequently monitored for signs and symptoms of neurological impairment. If neurological impairment is noted, urgent
treatment is necessary (see Full Prescribing Information).

Patients with active major bleeding, patients with (or a history of) heparin-induced thrombocytopenia, or patients with known sensitivity to heparin,
tinzaparin sodium injection (or any of its constituents), or pork products should not be treated with Innohep®. Innohep® should be used with ex-
treme caution in conditions with increased risk of hemorrhage.

Bleeding is the most common adverse event associated with Innohep®, and can occur in any tissue or organ. The most common adverse events in
controlled clinical trials with Innohep® were injection site hematomas (16%), abnormal elevations of AST (8.8%) and ALT (13%), urinary tract
infections (3.7%), pulmonary embolism

(2.3%), and chest pain (2.3%). Other bleeding events associated with Innohep® at a frequency of >1% were epistaxis (1.9%), hemorrhage (1.5%),
hematuria (1%), and thrombocytopenia (1%).

Innohep® cannot be used interchangeably (unit for unit) with heparin or other LMWHs as they differ in manufacturing process, molecular weight
distribution, anti-Xa and anti-Ila activities, units, and dosage. Each of these medications has its own instructions for use.

Innohep® is a registered trademark of LEO Pharma.
[1 2005 Pharmion Corporation. All rights reserved. March 2005 2005050
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UNLOCKING THE POWER OF 340B

If you qualify as an FQHC or DSH then a 340B Program either through your own pharmacy of
through a dispensing contract with a local pharmacy may be perfect for improving the overall Patient
Care goals of your center.

CBS Rx knows 340B Pharmacy

We are implementers and Contract Managers of 340B Programs

Feasibility Studies —Study all 340B options

[0 Open your own out patient pharmacy

[1 Contract with Local Pharmacy

[1 Lease space to a local pharmacy & contract

[1 Create HUB program with one CHC or DSH opening a pharmacy and others contracting
Implementation Programs—Provide turn-key program Implementation

[1 License, staff, and build your pharmacy

[l Fully establish and implement contracted program

[1 Set up a complete HUB program with 3 or more centers
Ongoing Management —Ongoing reports

[l CBS Rx will assign a consultant to provide ongoing program management

CBS RX does it all!

CBS Rx has the know how to license, staff, build, stock and operate an in-house
pharmacy for your center. Putting medications in the hands of those in need!

781-440-9899

Please visit our website for more information:

www.CBSRx.com

*CBS Rx, although based in New England, offers consulting services in all states.
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PHPC Calls on CMS to Revise New Medicare Rx Guidance

continued from pg. 1

entity—including a 340B pharmacy—
that has an obligation to pay for covered
Part D drugs on behalf of Part D enrol-
lees, or which voluntarily elects to use
public funds for that purpose, will not
count towards that beneficiary's TrOOP
expenditures.”

This statement appears to be a de-
parture from the program’s final rule,
released earlier this year, which states
explicitly that CMS “will allow waivers
or reductions of Part D cost-sharing by
pharmacies to count towards TrOOP”
because it would be too difficult for Part
D plans to manage the program if they
had to separate out these waivers (The
Monitor, February 2005).

The final rule also states that CMS
views this “pharmacy waiver safe har-
bor” to be within the definition of
TrOOP, stating, “We believe this option
is consistent both with the definition of
‘person’ in the proposed rule...and with
Congressional intent.”

The new guidance, however, clari-
fies that these waivers will only be
counted towards TrOOP for beneficiar-
ies who receive low-income subsidies.

Patient Assistance Programs

The new guidance also addresses the
role of PAPs in the new drug benefit.
According to the guidance, CMS intends
to limit the TrOOP-eligible contribu-
tions that “product donation” PAPs may
make on behalf of beneficiaries to the
“actual costs” of manufacturing the
pharmaceuticals provided by the PAPs.

As a result, these contributions will
amount to only a fraction of the price of
the drug in the retail market.

Furthermore, the guidance suggests
that pharmaceutical manufacturers inter-
ested in assisting low-income benefici-
aries consider providing cash assistance
to existing charities that make payments
to providers on behalf of needy patients
rather than providing free drugs to pa-
tients through institutional—or “bulk
replacement”—PAPs (IPAP).

In an IPAP, manufacturers ship free
drugs to participating providers to re-
plenish drugs that have been dispensed
to eligible patients. Providers maintain
eligibility records, provide periodic re-
ports to the sponsor, and are subject to
occasional audits.

These programs have become in-
creasingly popular over the last few
years because they provide patients with
immediate access to medically neces-
sary drugs. In fact, the promotion of
PAPs has been a major component of an
effort by the Pharmaceutical Research
and Manufacturers of America
(PhRMA)—an organization that repre-
sents brand name drug manufacturers—
to improve its public image.

“CMS’s new policies could have a
chilling effect on the availability of
PAP programs for safety net
providers and their patients.”

William von Oehsen
Public Hospital Pharmacy Coalition

According to press reports, PARMA
recently requested guidance from the US
Department of Health and Human Ser-
vices (HHS) Office of Inspector General
(OIG) on whether these programs could
be used to help pay the cost-sharing ob-
ligations of patients enrolled in the
Medicare drug benefit. Based on recent
guidance, it appears that OIG is taking a
conservative approach to the role of
PAPs in the new Medicare drug benefit.

Representatives from PhRMA did
not return requests for comment on the
new CMS guidance.

PHPC Issues Comments

The Public Hospital Pharmacy Coa-
lition (PHPC), an organization of more
than 275 hospitals participating in the
340B program, raised concerns about
CMS’s new guidance in a letter to CMS
sent in June. PHPC contends that the
new policies are both inconsistent with

past guidance and potentially harmful to
Medicare beneficiaries and providers.

The PHPC letter argues that both the
Part D statute and the accompanying
final regulations released by CMS ear-
lier this year either explicitly state or
strongly imply that all contributions
made by safety net pharmacies and
PAPs on behalf of beneficiaries should
be counted in full towards TrOOP.

With respect to pharmacy waivers,
the letter recommends that CMS revise
its guidance to bring it into line with the
final rule and that the agency guarantee
that pharmacy waivers be counted to-
wards TrOOP as long as they meet the
basic criteria set forth by Congress.
(According to the new guidance, these
waivers must not be advertised, though
they may be offered routinely.)

The PHPC letter also addresses
CMS’s decision to limit the TrOOP-
eligible contributions that manufacturers
can make on behalf of beneficiaries
through IPAPs.

PHPC argues that the Part D statute
explicitly refers to costs incurred by an
“eligible individual” and not those in-
curred by manufacturers. According to
the letter, this means that CMS’s new
policy, which states that beneficiaries
may only receive credit for the “actual
costs” of manufacturing the drugs, is
inconsistent with the program statute.

“By focusing on the cost incurred by
enrollees, Congress was clearly not lim-
iting incurred costs to manufacturing
and distribution costs,” the letter states.

PHPC’s letter also acknowledges the
possibility that manufacturers may
choose not to offer financial assistance
to Medicare beneficiaries if they are not
permitted to do so through IPAPs.

“PHPC is concerned that [these new
policies] could have a chilling effect on
the availability of PAP programs for
both safety-net providers and the low-
income patients they serve,” the letter
states, adding that manufacturers are
unlikely to offer cash assistance in place
of IPAPs due to the cost of administer-
ing such programs.
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House and Senate Hear Governors’ Bipartisan Proposals

continued from pg. 3

AMP reporting. (see pg. 6).

“This product is essentially a brand
product at a cheaper price,” the NGA
paper argues. “Because CMS does not
include these products in the Medicaid
rebate calculations, it results in hundreds
of millions of dollars in lost revenue for
state Medicaid programs.”

Other proposals made in the report
include (1) forcing discounts on the
“front end” of drug purchases as op-
posed to rebates that can take six months
to settle, as the 340B program is cur-
rently structured, (2) implementing
closed formularies to drive beneficiaries
towards certain drugs, and (3) allowing
for tiered co-pay structures to encourage
the use of generic drugs.

Congress Considers Rebate Increase

The NGA'’s proposals were the focus
of two Congressional hearings held on
the day of the paper’s release in the
House Energy and Commerce Commit-
tee and the Senate Finance Committee.

During testimony before Energy and
Commerce members, NGA Chairman
Mark Warner (D-VA) and Vice Chair-
man Mike Huckabee (R-AR) stressed
the bipartisan support that their paper
has received from their membership.

“This is the work of unanimous con-
sent of both Democrat and Republican
governors representing the entire ideo-
logical spectrum,” Huckabee told the
committee. “This has unanimous sup-
port, and strong support, of all the gov-

ernors of all the states.”

During the Senate Finance Commit-
tee hearing, Chairman Charles Grassley
(R-TA) pledged to work with the gover-
nors “to begin the process of finding
common ground to make good decisions
for Medicaid’s beneficiaries and the
program’s financial future,” arguing that
the committee must take immediate ac-
tion to prevent the need for more drastic
reform in the future.

During the hearing, Grassley specifi-
cally addressed the possibility of in-
creasing the Medicaid rebate percentage,
asking Warner to reconcile NGA’s pro-
posal to increase Medicaid rebates with
the governors’ other prescription drug
proposals, which he argued might “limit
manufacturers’ access to Medicaid
beneficiaries.”

Warner responded that President
Bush has also supported increasing the
rebates and repeated the NGA’s position
that there is “too much mystery” with
respect to Medicaid pricing information
and that more transparency is needed.

The Virginia Governor also ad-
dressed a question from Senator Olym-
pia Snowe (R-ME) on the Medicaid
pharmacy reimbursement system, argu-
ing that any system adopted by Con-
gress must ensure that federal and state
savings are “borne not only by the phar-
macists, but also by [manufacturers].”

The option of increasing the Medi-
caid rebate percentage was also dis-
cussed during an Energy and Commerce
Committee hearing on June 22 on policy
options for reducing Medicaid pharmacy
costs. Though the majority of the hear-

ing was devoted to the Medicaid phar-
macy reimbursement system, some
members made strong statements both in
favor of and in opposition to the NGA
proposal to increase Medicaid rebates.

The most vocal supporter of increas-
ing the rebate percentage was Rep.
Henry Waxman (D-CA), who argued
that this option should be the first step in
addressing Medicaid pharmacy costs.
Waxman also argued that pricing infor-
mation such as best price must be made
more widely available.

“Transparency in drug prices would
provide significant help to the states and
hospitals and to [participants in the
340B program] that use the Medicaid
discount system,” Waxman said, adding
that CMS must improve its oversight of
the Medicaid drug rebate program.

“If states had access to best price
information, I believe they would have
in place systems that would not result in
the overpayment we see,” he added.

Later in the hearing, Rep. Mike Fer-
guson (R-NJ) criticized the NGA pro-
posal, arguing that it generates more
revenue for the Medicaid program at the
expense of manufacturers.

“Is there any policy rationale for
increasing the rebates?”” Ferguson asked
CBO Director Douglas Holtz-Eakin,
arguing that the proposal does not con-
tribute to the long-term reform of the
Medicaid program.

According to the budget resolution
passed by Congress, these two commit-
tees are responsible for submitting their
proposals for Medicaid savings by Sep-
tember 15.
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Medicine for People in Need (Medpin), a nonprofit leader in the field of pharmaceutical access, invites you to subscribe to Rx for Ac-
cess. Rx for Access brings together the information safety net providers need to manage pharmaceutical services in today’s health care
environment. The monthly newsletter explores effective strategies for balancing cost and access issues, ways to incorporate drug com-
panies' patient assistance programs into pharmacy operations, dispensing options for clinics, steps to qualify for and better use 340B
discounts, and trends in federal and state policies affecting pharmaceutical access.
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Debate Continues on Status of “Authorized Generics”

The question of whether “authorized
generics” should be considered by the
Centers for Medicare and Medicaid Ser-
vices (CMS) as brand name drugs for
the purpose of calculating Medicaid
rebates continues to be hotly debated on
both the legislative and judicial fronts.

According to the Hatch-Waxman
Act, generic manufacturers that success-
fully challenge a brand name patent are
awarded a 180-day period of exclusivity
during which no other generic manufac-
turers may sell the drug. Authorized
generics, on the other hand, are drugs
manufactured by the brand name com-
pany—which are identical to the origi-
nal drug—but sold as generic drugs dur-
ing this period of exclusivity.

The Food and Drug Administration
(FDA) endorsed the authorized generic
model last year, arguing that it does not
violate Hatch-Waxman and that these
drugs create competition in the drug
market and drive down prices. A Wash-
ington, DC appeals court upheld the
FDA decision to approve the authorized
generic model on June 7.

In response, a number of generic
manufacturers have filed suits in state
courts in an effort to block the market-
ing of authorized generic competitors.

On May 12, Senate Finance Com-
mittee Chairman Charles Grassley (R-
IA), along with Senators Patrick Leahy
(D-VT) and Jay Rockefeller (D-WV),
released a letter to the Federal Trade
Commission (FTC) asking the agency to
investigate the impact of authorized ge-
nerics on the pharmaceutical market.

“We are interested in determining
the short term and long term effects on
competition of the practice of
‘authorized’ generics,” the letter states.
The Senators also question “the long
term impact of...‘authorized’ generics”
on the price of drugs.

The same day, FTC Commissioner
John Liebowitz responded by saying
that his agency plans to examine the
issue in more detail. Though he is not
convinced that these products are in
violation of generic drug laws, Lei-
bowitz said that ‘“authorized generics
may have competitive implications that

could upset the balance” created by
Hatch-Waxman.

This issue is significant for 340B
entities because these drugs, despite
being identical to brand name products,
are considered by the Centers for Medi-
care and Medicaid Services (CMS) to be
generic drugs for the purpose of calcu-
lating Medicaid rebates and 340B dis-
counts. As a result, 340B entities that
purchase these drugs receive a standard
price of Average Manufacturer Price
(AMP) - 11% rather than AMP - 15.1%
or best price. The prices of authorized
generics are also not counted towards
the best price of the brand name drug.

Both the Generic Pharmaceutical
Association (GPhA) and the National
Governors Association (NGA) have
proposed that CMS treat these drugs as
brand name products for Medicaid re-
bate purposes. The agency appears to
agree in principle, according to a letter
issued by CMS stating that these drugs
should be considered “innovator multi-
ple source drugs” in the Medicaid pro-
gram (The Monitor, April 2005).

Prime Vendor Reaches Co-Marketing Agreement with Three GPOs

The 340B prime vendor program has
entered into a co-marketing agreement
with three group purchasing organiza-
tions (GPO) by which the organizations
will actively promote the benefits of the
prime vendor to the health care provid-
ers they represent.

According to the agreement, the
GPOs will encourage their members to
enroll in the prime vendor program for
the purpose of negotiating discounts on
outpatient 340B purchases, while the
GPOs themselves—Amerinet, Inc.,
Greater New York Hospital Association
(GNYHA) Services, and Novation,
Inc.—will continue to manage inpatient
purchases and other non-340B contracts
for their members.

Under the 340B law, disproportion-
ate share hospitals (DSH) are required to
withdraw from their GPO or any other
outpatient buying arrangement in order

to be eligible to receive 340B discounts
on these drugs. There is no such restric-
tion on inpatient purchasing.

Office of Pharmacy Affairs (OPA)
Director Jim Mitchell says he is encour-
aged by this partnership, which he sees
as evidence that these GPOs recognize
the prime vendor program’s ability to
maximize their members’ participation
in the 340B program. “The prime ven-
dor program brings value to their mem-
bers, and that is what GPOs are all
about,” says Mitchell.

340B Prime Vendor Program Senior
Director Chris Hatwig is also optimistic
that the agreement will benefit both par-
ties. “Amerinet, GNYHA Services, and
Novation should be recognized for help-
ing their members to access the 340B
prime vendor program to substantially
lower their supply costs for outpatient
drugs,” Hatwig said.

Though the GPOs will not receive
any direct economic benefits from part-
nering with the prime vendor program,
representatives of these organizations
believe that their relationship with the
prime vendor program will allow them
to help their members achieve favorable
pricing on outpatient drugs.

“Many clinics and public hospitals
have to stretch already limited funds to
give uninsured and underinsured popu-
lations access to quality health care,”
said Amerinet Vice President Allen
Dunehew. “We encourage other pro-
vider groups to join Amerinet in facili-
tating unique approaches for these or-
ganizations [through the prime vendor].”

According to HealthCare Purchas-
ing Partners International (HPPI), which
operates the prime vendor program,
there are now nearly 1,400 providers
participating in the program.
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