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      After being approached by a 340B hospi-
tal, and subsequently by the Office of Phar-
macy Affairs (OPA), Roche Laboratories, 
Inc. has agreed to reimburse the hospital for 
340B overcharges on the drug Pegasys. 
These particular refunds, which are not often 
issued by manufacturers participating in the 
340B program, were granted after Roche 
corrected the pricing estimates made by the 
company when the drug was first introduced 
in the market. 
      In a statement released 
to The Monitor, the com-
pany acknowledges that it 
overestimated the price of 
Pegasys for the first two 
quarters following its re-
lease and that it has agreed 
to “issue the appropriate 
adjustment” to the Vir-
ginia Commonwealth Uni-
versity Health System 
(VCUHS) for all over-
charges incurred during that period. The 
Monitor has also learned that Roche is will-
ing to offer similar refunds to other 340B 
providers that purchased the drug between 
the fourth quarter of 2002 and the second 
quarter of 2003.  
      For instance, the Public Hospital Phar-
macy Coalition (PHPC)—an organization of 
more than 275 hospitals that participate in 
the 340B program—recently informed its 
members by e-mail that Roche has agreed to 

issue refunds to affected PHPC members that 
formally request recalculations. 
      This development is significant consider-
ing manufacturers rarely issue rebates or 
chargebacks to 340B purchasers after adjust-
ing their 340B prices for newly released 
drugs, according to a number of sources fa-
miliar with 340B pricing. 
      The program’s regulations state that 
manufacturers that release new drugs must 
estimate the 340B price for those drugs for 

the first two quarters be-
cause there is not enough 
pricing information—i.e. 
best price and Average 
M a n u f a c t u r e r  P r i c e 
(AMP)—to accurately 
calculate the price that 
must be made available to 
340B entities. (Federal 
Register, October 2, 1995, 
p. 51489). 
      Once this information 

is available, the manufacturer is responsible 
for recalculating the price charged to 340B 
entities during that time period and adjusting 
the price as necessary. If the new price is 
lower than the old price, the entities that pur-
chased the drug are entitled to a “retroactive 
chargeback or rebate” from the manufacturer, 
according to the Federal Register notice. 
      In the case of Pegasys, which is pre-
scribed for the treatment of Hepatitis C, the 
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“It is important [for covered 
entities] to work with the sys-
tem. It may be burdensome, 

but it is the least burdensome 
way to get what you want.” 

 
Jim Mitchell 

Office of Pharmacy Affairs 



OPA Publishes DSH Percentages 
 
      The Office of Pharmacy Affairs 
(OPA), the government agency that 
oversees the 340B program, has re-
ceived permission to post the dispropor-
tionate share adjustment percentages of 
the nation’s disproportionate share hos-
pitals (DSH) on the OPA website.  
      The DSH hospital spreadsheet, 
which is updated quarterly, can be found 
at http://bphc.hrsa.gov/opa/dshfaq.htm 
(click on the link to DSHQ22005.xls). 
This site also includes a link explaining 
how CMS calculates a hospital’s DSH 
adjustment percentage. 
      For each entry on the spreadsheet, 
OPA provides the hospital's Medicare 
Provider Number, as well as its loca-
tion, bed size, and whether it is an urban 
or rural institution.  The chart also lists 
each hospital's DSH adjustment percent-
age and whether that percentage meets 
the 11.75% threshold necessary for eli-
gibility in the 340B program.   
      These figures are calculated by the 
Centers for Medicare and Medicaid Ser-
vices (CMS) and given to OPA each 
quarter, though the agency was not au-
thorized by CMS to publish them until 
now, according to OPA Director Jim 
Mitchell. 
      A hospital’s DSH adjustment per-
centage, which is a function of the vol-
ume of indigent care provided by a hos-

pital, is used to determine whether a 
hospital is eligible for participation in 
the 340B program.  
      According to the 340B statute, pub-
lic hospitals that meet the 11.75% test 
are automatically eligible for the pro-
gram, while private non-profit hospitals 
must also establish an agreement with 
state or local government to provide a 
specified amount of indigent care.   
      As a result, some of the hospitals on 
the spreadsheet do not qualify for 340B 
due to the fact that they are either for-
profit institutions or private non-profit 
hospitals that either do not have a con-
tractual relationship with state or local 
government or whose contracts do not 
meet 340B standards. 
 
HHS Charters Medicaid Commission 
 
      The US Department of Health and 
Human Services (HHS) has announced 
the composition of a commission man-
dated by Congress to study the Medicaid 
program, despite the fact that both De-
mocratic leaders and the National Gov-
ernors Association (NGA) have chosen 
not to participate. 
      HHS Secretary Michael Leavitt an-
nounced on May 20 that he will person-
ally select the Commission’s 15 voting 
members, who will have the authority to 
vote on which recommendations will be 
made to the Secretary. According to the 
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Commission’s charter, the voting mem-
bers will consist of former and current 
state Governors and Medicaid Directors, 
federal officials, representatives from 
public policy organizations, and other 
health care experts. The Commission 
will also include “non-voting advisory 
members” and Congressional leaders. 
      The Commission is expected to sub-
mit two reports over the next two years. 
The first report, planned for September, 
will make specific recommendations for 
achieving the $10 billion in savings over 
the next five years that were mandated 
in the Congressional budget bill. The 
second report will be released in De-
cember 2006 and will focus on the long-
term sustainability of the program. 
      In recent weeks, both the Democ-
ratic leadership and the NGA have 
stated that they will not participate in the 
Commission. The NGA, for instance, 
has released its own “interim policy” 
statement including recommendations 
such as increasing the Medicaid rebate 
percentage and abandoning the average 
wholesale price (AWP)-based system of 
Medicaid pharmacy reimbursement. 
      The Commission is expected to ad-
dress issues of interest to 340B stake-
holders including Medicaid pharmacy 
reimbursement and possibly the Medi-
caid drug rebate formula, which is 
closely related to the formula used to 
determine 340B prices. 
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      With the launch of the Medicare Part 
D prescription drug benefit just seven 
months away and the auto-enrollment of 
dual eligibles into Part D plans set to 
begin this fall, the federal government 
plans to release detailed guidance for 
340B stakeholders and Part D sponsors 
to ensure that safety net institutions and 
their patients are prepared to participate 
in and benefit from the new Medicare 
prescription drug plans. 
      As reported in last month’s issue of 
The Monitor, the government agencies 
involved in administering the new bene-
fit have begun to pay specific attention 
to the unique needs of 340B entities and 
other safety net providers.  
      In particular, the Centers for Medi-
care and Medicaid Services (CMS) and 
the Health Resources and Services Ad-
ministration (HRSA) have developed a 
number of resources aimed specifically 
at assisting 340B entities and other 
safety net providers in participating in 
Part D (The Monitor, May 2005). 
      The Monitor has learned that the 
following materials have been drafted 
by the two agencies and should soon be 
posted on the HRSA website:  (1) a 
question and answer document on the 
Part D program tailored specifically to 
safety net institutions, (2) guidance for 
potential Part D sponsors on how to 
partner with these entities, and (3) sam-
ple contract language that can be added 
to agreements between PDPs and 340B 
entities that addresses the unique regula-
tory guidelines by which these providers 
must abide and allows the two parties to 
create “co-branded” insurance cards that 
would be made available exclusively to 

the entity’s patients.  
      Although these documents were not  
posted on the website at press time, The 
Monitor has learned that they should be 
available shortly. 
      The draft Q&A document, which 
currently includes 32 questions and an-
swers, offers basic information on Part 
D as well as specific guidance for enti-
ties that provide a significant amount of 
indigent care. 
      The second document, which is enti-
tled “Information for Part D Sponsors 
on Contracting with Safety Net Provid-

ers,” includes background information 
on safety net providers in general as 
well as information about various types 
of providers that participate in the 340B 
program, such as disproportionate share 
hospitals, federally qualified health cen-
ters (FQHC), and rural health clinics. 
      This document also makes reference 
to “sample addendum language,” which 
HRSA and CMS have prepared to help 
Part D sponsors and 340B entities de-
velop contracts that will allow the cov-
ered entity to participate in the PDP’s 
pharmacy network without violating the 
340B law. 

      According to the PDP document, 
“The model language is not intended to 
address all possible safety-net providers 
and/or related concerns but rather is 
provided as a basis to ease the negotia-
tion process between these parties given 
the importance of these providers in 
ensuring continuity of care for those 
beneficiaries in greatest need.”  
      In particular, the language ensures 
that covered entities are permitted to 
limit the dispensing of 340B drugs to 
their own patients, while reserving the 
option to serve non-patients with non-
340B drugs. The addendum also permits 
340B entities to partner with Part D 
plans to establish a “co-branded drug 
benefit card” so that 340B pharmacies 
are able to enroll their patients in a plan 
that is tailored to their entity. 
      In addition to the CMS/HRSA guid-
ance, CMS has also recently released a 
draft document addressing Coordination 
of Benefits (COB) issues. The docu-
ment, available on the CMS website at 
http://www.cms.hhs.gov/pdps/cob.asp, 
includes specific information on the 
relationship between safety net pharma-
cies and Part D plans. The document 
also discusses how CMS proposes to 
treat assistance from manufacturer-
sponsored patient assistance programs 
(PAP) under the Part D benefit.  
      Comments on the COB document 
are due on June 16. (A more detailed 
look at both the draft document and the 
comments it receives will be featured in 
the July issue of The Monitor.) 
      The release of these documents an-
swers a number of questions that have 

Government to Release Detailed Part D Guidance for 340B Stakeholders 

“It is imperative that the new Medi-
care Part D program include 340B 
entities, both for the benefit of low-
income Medicare beneficiaries and 

for safety net entities.” 
 

William von Oehsen 
PHPC 

      The Editors of The Monitor would 
like to issue a clarification with respect 
to an article in last month’s issue cover-
ing two recent decisions by the Federal 
Trade Commission (FTC).   
      The article describes how, under the 
interpretation of federal law expressed in 
the two FTC letters, non-profit hospitals 

may have new opportunities to resell or 
otherwise transfer discounted drugs to 
low-income patients.   
      In writing the article, the Editors did 
not intend to imply that the FTC deci-
sions relax or create exceptions to fed-
eral law prohibiting 340B hospitals from 
reselling or transferring 340B-discounted 

drugs to anyone other than the patients 
of the hospital in question.  
      The opportunities created by the FTC 
relate to discounted drugs purchased 
through a group purchasing organization 
or by other means in the private market, 
and not those purchased through the 
340B program.   

continued on pg. 6 (click to jump) 
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Louisiana to Introduce Enhanced Dispensing Fees for 340B Pharmacies 

      The state of Louisiana has intro-
duced a new pharmacy reimbursement 
system that will offer 340B pharmacies 
an enhanced dispensing fee if they 
choose to bill Medicaid for their 340B 
purchases at acquisition cost rather than 
separating out their Medicaid purchases 
and billing the state at a higher rate for 
those drugs. 
      According to a proposed rule pub-
lished in the Louisiana Register on April 
20 (p. 1004), the new methodology 
would allow covered entities to choose 
between the Medicaid carve-out op-
tion—which permits entities to purchase 
their Medicaid drugs at prices higher 
than the 340B ceiling price and bill 
Medicaid according to the state’s cus-
tomary rules—and the new enhanced 
dispensing fee system. 
      The second option would permit 
these entities to purchase all of their 
drugs through the 340B program and 
bill Medicaid at actual acquisition cost, 
which is defined in the notice as “the 
covered entity’s net payment made to 
purchase a drug product, after taking 
into account such items as purchasing 
allowances, discounts, wholesaler fees 
and rebates.”  
      If entities choose to bill Medicaid in 
this manner, they would receive a dis-
pensing fee of $8.10 for each prescrip-
tion filled for a Medicaid patient. Cur-
rently, the state’s maximum dispensing 

fee available through Medicaid is $5.77. 
      The notice, which should be released 
as a final rule later this summer, also 
states that the same methodology will be 
used to reimburse pharmacies that dis-
pense drugs to Medicaid patients on 
behalf of 340B entities under a contract 
pharmacy agreement. 
      The reasoning behind extending this 
option to 340B pharmacies stems from 
the fact that 340B prices are consistently 
lower than the reimbursements pharma-
cies generally receive from Medicaid. 
As a result, states stand to save a signifi-
cant amount of money by reimbursing 
340B entities at acquisition cost, even 
after increasing the dispensing fee to 
pharmacies. 
      In Louisiana, for instance, independ-
ent pharmacies are reimbursed for the 
drugs they dispense to Medicaid benefi-
ciaries at a base rate of average whole-
sale price (AWP) - 13.5% and chain 
pharmacies are reimbursed at a base rate 
of AWP - 15%.  
      Meanwhile, according to data com-
piled by the Public Hospital Pharmacy 
Coalition (PHPC), the acquisition cost 
of a drug purchased through the 340B 
program is equal to AWP - 51%. 
      According to a fiscal analysis of the 
rule, extending this option to 340B enti-
ties would result in state savings of 
$914,537 for fiscal year 2005 and 
$1,000,326 for fiscal year 2006 with 

only a negligible cost to the state. The 
state’s Legislative Fiscal Office also 
estimates that the new system will de-
crease payments made by covered enti-
ties for 340B drugs by $3,058,653 in 
fiscal year 2005 and $3,345,571 in fiscal 
year 2006. 
      The “enhanced dispensing fee 
model” has already been implemented in 
Massachusetts in an effort to address 
provisions in the 340B program that 
require covered entities to either bill 
Medicaid for 340B drugs at acquisition 
cost or employ the Medicaid carve-out. 
      This issue was first addressed by the 
federal government in a Federal Regis-
ter notice dated May 13, 1994 (p. 
25112), which states that “if a drug is 
purchased on behalf of a Medicaid bene-
ficiary, the amount billed may not ex-
ceed the entity’s actual acquisition cost 
for the drug…plus a reasonable dispens-
ing fee established by the State Medi-
caid agency.”  
      The reason for this rule, according to 
the notice, was to ensure that manufac-
turers do not pay a Medicaid rebate for a 
drug on which they have already pro-
vided a 340B discount. 
      The Medicaid carve-out option, on 
the other hand, was officially endorsed 
by the Office of Pharmacy Affairs 
(OPA) with the publication of a Federal 
Register notice on March 15, 2000 (p. 
13983). 
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Congress Considers Bills With Implications for 340B Stakeholders 

      Congress is currently considering a 
number of bills that, if enacted, would 
have a significant impact on the phar-
macy operations of 340B entities and 
create new funding opportunities for 
outreach to low-income populations. 
The following is a roundup of the bills 
currently being deliberated: 
 

Democrats Wary of Dual Eligibles 
 
      The first bill, introduced on March 8 
by Rep. Tom Allen (D-ME) and Senator 
Jay Rockefeller (D-WV), seeks to 
amend the system by which Medicaid 
beneficiaries will begin receiving their 
drug coverage through Medicare when 
the new Medicare Part D 
drug benefit launches in 
January. 
      According to the Medi-
care Modernization Act 
(MMA), Medicaid benefici-
aries who are eligible for 
Medicare drug coverage will 
automatically begin receiv-
ing their drug coverage 
through a Part D plan on 
January 1, 2006. The auto-
enrollment process will be-
gin in November and benefi-
ciaries will have until the 
end of the year to switch 
plans. 
      Critics of this model, including the 
bill’s sponsors, argue that this sudden 
transition leaves no “overlap” and locks 
beneficiaries into their assigned Part D 
plans even if those plans do not cover 
the drugs that they currently use. They 
also point out the inherent challenges in 
trying to reach out to this population. 
      As a remedy, the Rockefeller-Allen 
bill (S. 566 and H.R. 1144) calls for an 
extension of Medicaid prescription drug 
coverage for an extra 6 months during 
which “dual eligibles” could continue to 
explore their coverage options. 
      Such a change could be significant 
for 340B entities, which are trying to 
identify their role in the new Part D pro-
gram and, in many cases, partner with as 
many Part D plans as possible to protect 

relationships with their patients and 
guarantee the continuity of care. 
      The bill also includes measures that 
would increase funding for outreach to 
dual eligibles and encourage the Centers 
for Medicare and Medicaid Services 
(CMS) to share drug utilization data 
with state Medicaid programs. 
 

Discounts on Advertised Drugs 
 

      On May 26, Senator John Sununu 
(R-NH) and Senator Ron Wyden (D-
OR) introduced a bill (S. 1128) that 
would require manufacturers to offer 
rebates to providers for drugs that are 
directly advertised to consumers. 

      Included in this legislation is a 
measure that would also require a 
change in the 340B law to ensure that 
340B entities also receive a lower price 
on these products. 
      Specifically, the bill states that fed-
eral programs “shall pay a negotiated 
reduced price for such a drug unless the 
manufacturer has certified to the head of 
the agency or program that the drug was 
not directly advertised to consumers 
during the 12-month period preceding 
the date of such procurement or pur-
chase.” 
      According to the bill, Section 340B 
of the Public Service Act would be 
amended to include a provision that 
guarantees that the 340B price would 
not exceed the reduced negotiated price  
guaranteed under the bill. 

      The bill defines a direct advertise-
ment as “a reminder ad or product claim 
regarding a covered outpatient drug that 
is disseminated through radio, televi-
sion, or other electronic media, print 
media, or outdoor advertising.” 
 

Grants Proposed for 340B Entities 
   
      A third bill (S. 1049), introduced by 
a bipartisan coalition led by Senate Ma-
jority Leader Bill Frist (R-TN) and 
Senator Jeff Bingaman (D-NM), would 
create grant opportunities for 340B enti-
ties and other providers that develop 
innovative outreach programs aimed at 
helping children to acquire coverage 

under Medicaid and State 
Children’s Health Insurance 
Programs (SCHIP). 
      According to the legisla-
tion, the grants would be 
awarded by the Secretary of 
the US Department of 
Health and Human Services 
(HHS) to providers that im-
plement programs that (a) 
increase the enrollment of 
children into Medicaid and 
SCHIP and (b) promote the 
importance of these health 
coverage for prenatal care 
and for children.  

      This bill would also allow the Secre-
tary to award “performance bonuses” to 
grantees that meet enrollment goals. 
      Included among the list of entities 
that would be given priority with respect 
to grants are “federal health safety net 
organizations,” which explicitly include 
entities participating in the 340B pro-
gram as well as a number of other safety 
net providers such as non-340B dispro-
portionate share hospitals. 
     To receive these grants, eligible enti-
ties would be required to submit an ap-
plication to HHS that would include 
methods for measuring their program’s 
effectiveness. 
      The bill’s nine co-sponsors also in-
clude Rick Santorum (R-PA), Christo-
pher Bond (R-MO), and Dianne Fein-
stein (D-CA). 

Bills of Interest to 340B Stakeholders 
 
S. 566 / H.R. 1144  
      Extend Medicaid coverage by 6 months for “dual eligibles” 
 
S. 1128 
      Require rebates on drugs that are advertised to consumers 
 
S. 1049 
      Provide grants for enrolling children in Medicaid/SCHIP 
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difference between the drug’s estimated 
and actual 340B prices was relatively 
modest. After performing its recalcula-
tion, Roche adjusted its 340B price for 
Pegasys for the period of  January 1, 
2003 - February 15, 2003 by approxi-
mately $2 per unit. The Monitor has 
learned that the company plans to per-
form a similar analysis for the second 
quarter of 2003 later this summer.  
      The Pegasys overcharge was first 
brought to light in November 2003 by 
the pharmacy staff at VCUHS, located 
in Richmond, VA. After attending the 
340B Coalition Conference in July 
2003, during which this issue was dis-
cussed, Andrew Wilson and Don Price, 
the hospital’s Pharmacy Director and 
Pharmacy Business Manager, performed 
an analysis of price fluctuations for 47 
drugs that had recently been released. 
     By comparing pricing data for the 
first two quarters following each drug’s 
release to that of the drug’s third quar-
ter, Wilson and Price concluded that the 
prices of all but two of the drugs had 

been estimated correctly by manufactur-
ers within 2% of the drug’s 340B price. 
      The price of Pegasys, however, de-
creased significantly between the second 
and third quarters following its release, 
indicating that the 340B price estimates 
were higher than they should have been 
for the first two quarters. The decrease 
in price was “large enough to lead us to 
believe that the price was estimated in-
correctly,” says Wilson.   
      Once they identified the discrep-
ancy, Price contacted Roche in Novem-
ber 2003 and asked that the company 
revisit its price estimates for Pegasys. 
Throughout the next year, the hospital 
and its wholesaler supplied Roche with 
data on its purchasing information and 
refused to accept various settlement of-
fers that they believe would have 
awarded them only a fraction of the re-
funds they are owed. 
      In December 2004, VCUHS enlisted 
the help of the OPA, which collected 
and analyzed all records of correspon-
dence between the two parties and asked 
for copies of formal attempts made by 
the hospital to resolve the conflict. 

      After analyzing the data, OPA con-
tacted Roche and requested that the 
company recalculate its 340B price for 
Pegasys for the affected quarters.  
Within three months, VCUHS received 
a letter from Roche stating that it had 
calculated the rebates due to the hospital 
for the first quarter of 2003 and would 
provide further refunds, if warranted, in 
the future. 
      Wilson says that he expects Roche 
to issue the next round of refunds in July 
or August, though he is prepared to fol-
low up with both Roche and OPA if this 
does not occur. He also plans to follow 
up with OPA on why it takes so long for 
manufacturers to calculate 340B prices 
for new  drugs. 
     OPA Director Jim Mitchell views 
Roche’s decision to reimburse the af-
fected entities as proof that “the system 
works” when covered entities attempt to 
settle their disputes according to the 
340B guidelines. 
      “It is important to work with the 
system,” says Mitchell. “It may be bur-
densome, but it is the least burdensome 
way to get what you want.”  

VCU Health System Identifies Overcharges on New Drug 

continued from pg. 1 

recently been raised by safety net pro-
viders. The Public Hospital Pharmacy 
Coalition (PHPC)—an organization of 
more than 275 hospitals that participate 
in the 340B program—voiced many of 
these concerns in a recent letter sent to 
CMS Administrator Mark McClellan 
suggesting ways to ensure that 340B 
entities benefit from the new program. 
      “It is imperative that the new Medi-
care Part D program include 340B enti-
ties, both for the benefit of low-income 
Medicare beneficiaries and for these 
safety-net entities,” the letter stated.  
      The letter, signed by PHPC Counsel 
William von Oehsen and sent on May 
13, encouraged CMS to ensure that  
340B pharmacies are not excluded from 

the Part D program and asked that the 
agency take a number of steps to make it 
easier for 340B entities to participate in 
the new benefit.   
      Specifically, the letter called on 
CMS to assist Part D plans in develop-
ing contracts that take into account the 
unique requirements of 340B pharma-
cies—such as the requirement that 340B 
hospitals limit their dispensing of drugs 
to their own patients—so that 340B 
pharmacies are not excluded from the 
pharmacy networks of Part D plans. 
      The PHPC letter also discussed the 
benefits of the co-branding model, argu-
ing that this arrangement would benefit 
the federal government, Part D plan 
sponsors, and the uninsured by ensuring 
that these patients have access to deeply 
discounted drugs and do not have to 

leave their preferred health care provider 
in order to benefit from membership in a 
Part D plan. Under the new Part D bene-
fit, individuals who are currently eligi-
ble for both Medicaid and Medicare 
coverage—known as “dual eligibles”—
will be auto-enrolled into a Part D pro-
gram and will begin receiving their drug 
coverage through Medicare exclusively 
on January 1.  
      As a result, providers will have only 
two months to encourage their patients 
to transfer to plans in which they are 
participating, which could be compli-
cated given patients’ formulary needs. 
Under the co-branding model, however, 
more patients could enroll in the co-
branded plan because the 340B pricing 
received by the entity could potentially 
allow entities to broaden formularies. 

Part D Questions Still Remain for 340B Entities 

continued from pg. 3 



 
 

PHS Pricing 
Now Available for 340B Eligible Hospitals 

To order, please contact your Wholesaler 
 

 
Innohep® is a low-molecular weight heparin indicated for 
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. 

 
 
 
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-IIa activities, units, and dosage. Each of these medications has its own instructions for use. 
 

 

 

Innohep® is a registered trademark of LEO Pharma. 

� 2005 Pharmion Corporation. All rights reserved. March 2005 2005050 



 

 

                                                                         

 
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 

� Open your own out patient pharmacy  

� Contract with Local Pharmacy  

� Lease space to a local pharmacy & contract  

� Create HUB program with one CHC or DSH opening a pharmacy and others contracting  

Implementation Programs–Provide turn-key program Implementation  
                  � License, staff, and build your pharmacy  

� Fully establish and implement contracted program  

� Set up a complete HUB program with 3 or more centers 

Ongoing Management –Ongoing reports 

� 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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Texas AG Files Suit Against Manufacturers Seeking AMP Data 

      Texas Attorney General Greg Ab-
bott (R) has filed a lawsuit against 12 
pharmaceutical manufacturers claiming 
that the companies have failed to com-
ply with a state law requiring them to 
supply the state health department with 
the average manufacturer prices (AMP) 
of their Medicaid-covered drugs, figures 
that are also key components of the 
340B ceiling price formula. 
     The suit (Texas v. American Pharma-
ceutical Partners, Tex. Dist. Ct., No. 
GV501498, filed 5/5/05) asks that the 
court compel the companies to comply 
with the law and begin filing their 
AMPs with the state on a quarterly ba-
sis. It does not ask for financial compen-
sation from the manufacturers. 
      Since the Attorney General’s filing, 
one defendant has been dropped from 
the suit and the state has agreed to dis-
miss eight additional companies based 
on their stated willingness to comply 
with the law, The Monitor has learned. 
      As a result, the remaining defen-
dants are ESP Pharma, Inc., Healthpoint, 
Ltd., and Pharmascience Laboratories, 
Inc.       
      According to the lawsuit, the defen-
dants are in violation of the state’s 
Health and Safety Code, which was 
amended in 2001 to require manufactur-
ers to file their AMPs—as defined in the 
Medicaid rebate statute—with the Texas 
Department of Health (TDH), which 
was later replaced by the Health and 
Human Services Commission (HHSC).  
      The code was amended once again 
in 2003 to ensure that the data remains 
confidential and to permit HHSC to 
share the AMPs with the state’s Vendor 
Drug Program (VDP), which makes 
payments to pharmacies on behalf of 
Texans enrolled in Medicaid and other 
similar insurance programs.  
      These payments are based on the 
agency’s estimate of the pharmacy’s 
actual acquisition cost, plus a dispensing 
fee that is dependent on the number of 
prescriptions filled. Access to AMP 
makes this process much easier and en-
sures that the payments are accurate, 

according to the Attorney General. 
      In April of this year, Abbott’s office 
sent letters to 160 pharmaceutical manu-
facturers informing them that they were 
in violation of the code. The letters ex-
plained to the manufacturers why they 
were not in compliance with the law and 
requested that they submit their AMPs 
for the fourth quarter of 2004 and the 
first quarter of 2005. 
      The original defendants are the only 
manufacturers that did not respond to 
the Attorney General’s request for this 
pricing information. 
      The law states that manufacturers 
are required to submit this information 
“annually or more frequently as deter-
mined by [HSCC]” and that the Attor-

ney General is permitted to investigate 
the manufacturer to determine the accu-
racy of this information. 
      “The negligence these companies 
have shown in obeying the law can drive 
up the health care costs paid by Medi-
caid,” Abbott said. “The state must have 
the most timely and accurate price infor-
mation from drug manufacturers so 
Texas taxpayers will not be forced to 
pay more than necessary for prescription 
drugs for indigent people.” 
       The fact that Texas requires AMP 
data from manufacturers makes the state 
unique among Medicaid programs. In 
fact, a report published last year by the 
US Department of Health and Human 
Services Office of Inspector General 
(OIG) concluded that the Medicaid pro-
gram could save up to $86 million per 
year if all states were able to estimate 

pharmacies’ actual acquisition cost us-
ing AMP data. 
      “State price variation results from 
several factors, but fundamentally stems 
from States’ lack of access to pharma-
cies’ true acquisition costs,” the report 
stated. “Currently, average manufacturer 
price may represent the most accurate 
drug pricing data available.” 
      The report also identified Texas as 
one of the two states with the lowest 
Medicaid reimbursement rates for phar-
macists (The Monitor, October 2004). 
      The issue of AMP disclosure is par-
ticularly relevant to 340B stakeholders 
because this data could potentially be 
used by states to calculate and verify the 
340B ceiling prices of drugs purchased 
through the program. The 340B ceiling 
price for brand name drugs is equal to 
the lesser of either AMP - 15.1% or the 
best price in the private market. For ge-
neric drugs, the 340B ceiling price is 
always equal to AMP - 11%. 
      In the case of Texas, the law specifi-
cally prohibits the state from using the 
AMP data it collects for any purpose  
other than enforcing the provisions of 
the Health and Safety Code, though it is 
conceivable that pharmacies and other 
entities could roughly estimate a drug’s 
340B price by comparing it to the pay-
ments made by Medicaid. 
      With both Congress and the Admini-
stration committed to reducing Medicaid 
pharmacy costs over the next five years, 
there has been some discussion on Capi-
tol Hill about replacing the current reim-
bursement system—which is based on 
average wholesale price (AWP)—with a 
system that is tied to AMP.  
      A second option being explored by 
Congressional leaders is to replace the 
current system with a methodology 
based on Average Sales Price (ASP), 
though organizations such as the Na-
tional Association of Chain Drug Stores 
(NACDS) have argued that this figure 
does not reflect the true cost of purchas-
ing and dispensing  drugs through the 
Medicaid program (For more, see The 
Monitor, May 2005, p. 5). 

“The negligence these 
companies have shown in 
obeying the law can drive 
up the health care costs 

paid by Medicaid.” 
 
Greg Abbott 

Texas Attorney General 
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www.rxforaccess.org  
 
 
Medicine for People in Need (Medpin), a nonprofit leader in the field of pharmaceutical access, invites you to subscribe to Rx 
for Access. Rx for Access brings together the information safety net providers need to manage pharmaceutical services in to-
day’s 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 clinics, 
steps to qualify for and better use 340B discounts, and trends in federal and state policies affecting pharmaceutical access.  

      Colorado Governor Bill Owens (R) 
has vetoed a series of bills that would 
have, among other things, created a pre-
scription drug program for a large per-
centage of low-income Coloradans and 
amended the Colorado Revised Statutes 
(CRS) to encourage the state to take 
advantage of the 340B program.  
      The bill (HB 1152), vetoed on June 
1, would have added a section to the 
statutes of four state agencies—the De-
partment of Public Health and Environ-
ment, the Department of Health Care 
Policy and Financing, the Department of 
Human Services, and the Department of 
Correction—calling on these agencies to 
make full use of the 340B program. 
      Specifically, the proposed amend-
ments stated that these departments 
should attempt to “maximize prescrip-
tion drug discounts…through utilization 
of the federal 340B drug pricing pro-
gram in order to receive the maximum 
state budget savings, except when a pre-
scription drug may be purchased at a 
lower cost.”  
      These new amendments would have 
impacted each of the departments differ-
ently based on how they currently pur-
chase their pharmaceuticals.  
      According to a fiscal evaluation of 
the bill performed by the Colorado Leg-
islative Council, the Department of Cor-
rections stated that it “does not meet the 
requirements to receive 340B pricing” 
and that the department relies on a 

multi-state purchasing pool to acquire its 
drugs. The Departments of Public 
Health and Human Services also stated 
that they are members of a multi-state 
purchasing pool. 
      The Department of Health Care Pol-
icy and Financing, on the other hand, 
reported to the Legislative Council that 
it already takes advantage of 340B pric-
ing “in all practical ways.” 
      However, a measure included in 
another recent bill would have changed 
the way that this department purchases 
drugs.  If passed, SB 102 would have 
required the department to join a multi-
state purchasing pool and contract with 
an outside entity to develop a preferred 
drug list  and a supplemental drug rebate 
program. 
      SB 102 also would have ensured that 
340B entities would be permitted to opt 
out of the purchasing pool and replace 
the preferred drug list with its own for-
mulary if the entity were able to acquire 
more favorable pricing through the 
340B program.   
      In addition to steering the state to-
wards 340B, HB 1152 also called for the 
creation of a prescription drug program 
called “Colorado Cares Rx,” which 
would have allowed the state to contract 
with a third party to negotiate drug 
prices on behalf of low-income state 
residents that lack drug coverage.  
      According to the legislation, the 
contracted entity would have been au-

thorized to charge participants an annual 
fee of no more than $25 and would have 
been required to apply all manufacturer 
rebates towards lowering the prices of 
the drugs made available to participants.  
      The program also would have in-
cluded the creation of the “Colorado Rx 
Clearinghouse,” a partnership between 
the University of Colorado and con-
tracted non-profit corporations aimed at 
providing low-income residents with 
information on manufacturer-sponsored 
Patient Assistance Programs (PAP) and 
the new Medicare drug benefit. 
      HB 1152 and SB 102 were passed 
by both the House and Senate and were 
sent to Governor Owens in early May.  
      In vetoing the bills, Governor 
Owens did not address the 340B-related 
measures in the legislation, arguing in-
stead that the bill would “create an enor-
mous program that I do not believe 
should exist.”   
      “Creating a massive and costly gov-
ernment program that would threaten 
private sector coverage and cover two-
thirds of Colorado households is not 
[responsible],” the Governor said in a 
statement. 
      With respect to SB 102, the Gover-
nor argued that by requiring the state to 
develop a preferred drug list, the bill 
would have “restricted the Medicaid 
population's access to much needed pre-
scription drugs and interfere with the 
doctor/patient relationship.” 

Colorado Governor Vetoes Pharmacy Bill with 340B Provisions 



 

       This event is hosted by the 340B Coalition, a group of 17 national associations that represent the thou-
sands of health care providers and programs participating in the Public Health Service 340B drug discount 
program.  This conference is unparalleled in providing timely information and relevant strategies for provid-
ers and industry representatives on how to provide high quality pharmaceutical care and handle various com-
pliance issues. 

 
      You will hear from key officials from Federal and State government who administer the 340B and Medi-
caid drug rebate programs. The Office of Pharmacy Affairs will provide presentations and will be available 
each day to answer your questions.  Topics to be discussed include:  

 
• 340B Introductory Class 
• Update on government studies on 340B program, including Inspector General reports 
• Status report on efforts to recover 340B overcharges, including various legal and    

 legislative action 
• President’s proposal to eliminate the best price calculation used to determine 340B and 

Medicaid rebate discounts and replace it with a flat rebate 
• Update on the new best price exemption for inpatient pharmaceuticals  
• Contract pharmacy options under 340B  
• Key issues related to inventory management and patient definition 
• The new Medicare drug law and its implications for 340B stakeholders  
• Medicaid billing procedures used by 340B providers 
• Update on the 340B prime vendor program, including new contracts with brand name 

companies for subceiling discounts 
• Other 340B legislative and regulatory hot topics 

AIDS Action; AIDS Alliance for Children, Youth and Families; Communities Advocating Emergency AIDS Relief Coalition; 
Hemophilia Alliance, Inc.;  National Alliance of State and Territorial AIDS Directors; National Association of Community 
Health Centers; National Association of Counties; National Association of People with AIDS; National Association of Public 
Hospitals and Health Systems; National Coalition for The Homeless; National Family Planning and Reproductive Health Asso-
ciation; National Health Care for the Homeless; National Hemophilia Foundation; National Rural Health Association; Planned 
Parenthood Federation of America, Inc.;  Public Hospital Pharmacy Coalition 

A conference designed for health care providers, the pharmaceutical industry, pharmacy service companies, 
and other entities concerned about providing quality pharmaceutical care to low income and vulnerable 

populations while ensuring compliance with drug pricing laws. 

July 11-13, 2005 
J.W. Marriott Hotel 

Washington, DC 
**Discounts Available for Monitor Subscribers** 

 
Registration and all other conference information can be found at: 

WWW.340BCOALITION.ORG 
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