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      After months of debate within Congress, 
President Bush signed the Deficit Reduction 
Act (DRA) into law this month. Among the 
items included in the law are an expansion of 
the 340B program to include up to 80 chil-
dren’s hospitals and an increase in the trans-
parency of manufacturer pricing. 
     DRA aims to trim the growth of Medicaid 
and Medicare by $11 billion over the next 
five years and includes significant cuts to 
Medicaid pharmacy reimbursement and in-
creased flexibility for state 
Medicaid programs. 
      The House of Repre-
sentatives and the U.S. 
Senate both passed the bill 
in December, though the 
House was forced to vote 
on the legislation for a sec-
ond time after Senate De-
mocrats raised procedural 
objections during their de-
liberations on the bill (The Monitor, Decem-
ber 2006). 
      On February 1, the House passed the bill 
by a vote of 216-214, with 13 Republicans 
voting against it. This result was notably 
closer than the 212-206 margin in December. 
The bill was then signed by the President on 
February 8, just days after releasing his ad-
ministration’s budget proposals for next year 
(see pg. 3). 
      Since the signing, some Congressional 

Democrats have raised an additional proce-
dural objection to the bill, noting that the two 
versions passed by the House and Senate are 
not identical due to a clerical error. An Ala-
bama attorney has even brought a lawsuit 
trying to stop implementation of the law. 
      Nonetheless, the government and 340B 
stakeholders are preparing for the implemen-
tation of a number of measures that will have 
a significant impact on the program over the 
course of the next year. 

 
Law Opens Door for  
Children’s Hospitals 

 
      The most immediate 
result of the bill is that the 
340B program will soon be 
available to dozens of chil-
dren’s hospitals around the 
country. According to the 
legislation, children’s hos-

pitals that are exempt from the Medicare pro-
spective payment system (PPS)—often re-
ferred to as “freestanding” children’s hospi-
tals—should be eligible to apply for 340B 
pricing on outpatient drugs immediately upon 
passage of the law. 
      Peters D. Willson, Vice President of Pub-
lic Policy for the National Association of 
Children’s Hospitals (NACH), says the law 
will apply to approximately 80 hospitals, 
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“We need some time to  
implement this new act  

and we will implement it  
as soon as we can.” 

 
Jim Mitchell 

Office of Pharmacy Affairs 
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      More than 130 drug manufacturers 
have agreed to supply the Office of 
Pharmacy Affairs (OPA) with quarterly 
340B pricing files that could allow the 
agency to better monitor the accuracy of  
manufacturer pricing, according to OPA 
Director Jim Mitchell. 
      Armed with this data, Mitchell says 
he is hopeful that OPA will soon be able 
to compare manufacturer pricing to the 
340B ceiling prices calculated by the 
government and correct any discrepan-
cies that the agency discovers. 
      According to Mitchell, the vast ma-
jority of companies that have agreed to 
supply pricing have done so this year in 
response to a letter issued by OPA on 
December 30, 2005. 
      The letter, which is now posted on 
the OPA website, formally requests that 
manufacturers “voluntarily submit quar-
terly 340B price files on covered outpa-
tient drugs to OPA.” 
      According to the letter, these files 
will be used to compare manufacturer 
pricing to the government’s calculations. 
OPA would then be able to follow up 
with any manufacturer or wholesaler 
whose calculations are inconsistent with 
the government’s, the letter states. 
      Specifically, the letter asks that the 
data be submitted in any digital format 
that is convenient for the manufacturer, 
such as Excel spreadsheets. 

      Mitchell says that he is encouraged 
by the response of manufacturers to his 
agency’s letter and the progress that has 
been made on this front. 
      “This has been a case of government 
and industry working together to do 
something right for the covered enti-
ties,” he says.   
      Yet despite the influx of this data, 
Mitchell says OPA’s efforts are depend-
ent upon the resources that are allocated 
to his agency. 

      “If we are funded, we will be wad-
ing into that area heavily in 2007,” says 
Mitchell, referring to the new targeted 
funding for OPA requested by the Presi-
dent in his budget proposal for next year 
(see pg. 3). 
      In addition to asking manufacturers 
to submit their 340B price files to the 
government, the OPA letter also encour-
ages these companies to make their pric-
ing information available to covered 
entities.  

      The letter praises GlaxoSmithKline 
(GSK)—which has agreed to share its 
quarterly 340B price file with covered 
entities participating in the 340B prime 
vendor program (PVP) through a pass-
word-protected website—and encour-
ages other companies to follow GSK’s 
lead. 
      “This action will greatly reduce criti-
cism of the Program for not making 
340B prices available to the covered 
entity at the time covered outpatient 
drugs are being purchased,” the letter 
states. 
      Although OPA has not yet received 
commitments from other manufacturers 
to share their price files with 340B enti-
ties in a similar manner, Mitchell says 
that his office has received some interest 
in doing so. 
      “Some manufacturers have indicated 
that they would like to better understand 
the security [of the PVP website],” he 
says. “We will be following up with 
them.” 
      Mitchell says that he believes GSK’s 
leading role in the pharmaceutical indus-
try will serve as a strong impetus for 
other companies following suit.       
      “The fact that GSK stepped up 
speaks volumes to the rest of the indus-
try,” he says. “I anticipate that we will 
have others permit us to share prices in 
the future.”  

A letter from the Office of 
Pharmacy Affairs asks 
drug manufacturers to 

“voluntarily submit quar-
terly 340B price files on 

covered outpatient drugs.” 
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      Despite proposals to limit spending 
on Medicare and Medicaid, the Presi-
dent’s budget for 2007 includes new 
targeted funding for the Office of Phar-
macy Affairs (OPA) to help the agency 
implement improvements to the 340B 
program. 
      The budget, introduced on February 
6, specifically proposes that OPA re-
ceive $2.97 million from the federal 
government during Fiscal Year 2007.  
      The line item represents the first 
time in the history of the 340B program 
that a President’s budget has specifically 
designated funding for OPA. The fund-
ing is especially noteworthy considering 
the President proposed an overall cut of 
$252 million from the Health Resources 
and Services Administration (HRSA). 
      The purpose of the funding, accord-
ing to the budget, is “to improve the 
collection and analysis of manufacturer 
drug pricing information to ensure that 
340B participants are charged accurate 
prices for drugs and for other program 
improvements.” 
      The line item was deemed necessary 
“because of the need to make major im-
provements in program operation” iden-
tified by the HHS Office of Inspector 
General (OIG) in a series of reports on 
the program, according to a document 
released by the U.S. Department of 
Health and Human Services (HHS).  
      According to HHS, the funding 
would be used to address three particu-
lar issues: (1) compliance with the 340B 
guidelines, (2) the accuracy of the OPA 
database, and (3) the availability of in-
formation on the financial benefits of 
participating in the program. 
      To address compliance in the pro-
gram, OPA would use some of the fund-
ing to publish guidance on the computa-
tion of 340B ceiling prices, perform a 
quarterly comparison of 340B prices to 
the selling prices offered by manufactur-
ers, and follow up on any discrepancies 
discovered by the agency. 
      The document states that HRSA 
would also continue to request that 

manufacturers and wholesalers voluntar-
ily submit their 340B computed prices 
to OPA and the 340B prime vendor pro-
gram (see pg. 2). 
      With respect to the 340B database,  
the President’ budget requests that OPA 
require covered entities to annually cer-
tify that they are participating in the 
340B program and provide updated con-
tact information. This suggestion was 
included in an October OIG report. 
      “This process would provide current 
information on the names, addresses, 
and other necessary data and purge ob-
solete data,” the document states. 
      Finally, HHS proposes that OPA 
develop a computer program that would 
allow both potential and current 340B 

participants to compare the prices they 
receive on a “market basket” of their 
most commonly prescribed drugs with 
the prices they are entitled to under the 
340B program. 
      “Eligible entities could get a good 
estimate of the financial impact of join-
ing the program and covered entities 
could determine whether the overall 
prices they were paying were at or be-
low the 340B ceiling,” HHS states. 
      OPA Director Jim Mitchell says that 
this tool would allow covered entities to 
compare their pricing to the govern-
ment’s 340B prices without infringing 
upon the confidentiality of manufactur-
ers’ prices. 
      “We think we can develop a system 
that will blind any mention of a drug’s 
name, it’s price, and it’s manufacturer,” 
he says. HRSA would also assess the 
need for additional authority and re-
sources to perform audits and impose 

monetary penalties for violations of the 
program, according to HHS. 
      As for the long-term prospects of 
President Bush’s proposal, Mitchell says 
he is confident that the Health Re-
sources and Services Administration 
(HRSA) will do all it can to encourage 
Congress to approve these funds. 
      “We have strong support from the 
HRSA Administrator,” he says. “She 
has gone out of her way to support the 
340B program.” 
 

Elimination of Best Price 
 
      Meanwhile, for the second straight 
year, President Bush has included in his 
annual budget proposal a call for the 
elimination of best price from the Medi-
caid drug rebate program and the intro-
duction of further cuts to Medicaid phar-
macy reimbursement. 
      The President’s budget would elimi-
nate best price from the Medicaid rebate 
calculation and replace the figure with a 
flat rebate percentage off of Average 
Manufacturer Price (AMP).   
      This would allow manufacturers to 
offer prices to customers in the private 
market that are below their “best price” 
without being required to extend compa-
rable discounts to the Medicaid drug 
rebate and 340B programs.   
      “Best price effectively acts as a price 
floor, interfering with the competitive 
marketplace and preventing manufactur-
ers from negotiating better discounts 
with large purchasers,” the budget 
states. 
      According to the Administration, the 
proposal would have no impact on the 
Medicaid budget. “Replacing the current 
rebate with a budget neutral flat rebate 
will allow private purchasers to negoti-
ate lower drug prices, while creating 
neither savings nor costs for the Federal 
Government,” the budget states. 
      While the budget does not specifi-
cally mention changes to the 340B drug 

President Requests New Funding for OPA in 2007 Budget Proposal 
Budget Also Calls for Elimination of Best Price, Further Cuts to Medicaid Pharmacy Reimbursement 

The President has called for 
new funding to “to ensure 
that 340B participants are 

charged accurate prices for 
drugs and for other program 

improvements.” 

continued on pg. 8 (click here) 
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      As pharmacies and patients continue 
to struggle with the implementation of 
the new Medicare Part D drug benefit, 
government officials on both the state 
and federal levels have offered assis-
tance to help ensure that low-income 
beneficiaries are able to purchase their 
drugs at appropriate prices. 
      Since the launch of the Part D pro-
gram on January 1, some pharmacists 
and “dual eligible” beneficiaries—
individuals transitioned from Medicaid 
to Medicare drug coverage—have been 
critical of both the government and the 
Part D plans for failing to guarantee that 
dual eligibles receive their drugs at the 
discounted prices to which they are enti-
tled (The Monitor, January 2005). 
      In particular, pharmacies have found 
that some patients are not automatically 
enrolled in a Part D plan or that Part D 
plans have failed to identify individuals 
as such in their computer systems. 
      As a result, some beneficiaries have 
been asked to pay far more than the lim-
ited co-pays required of them under the 
law and some pharmacies have not been 
reimbursed fully for covered drugs. 
      The resulting crisis has led more 
than half of the states to pass legislation 
and draft executive orders aimed at 
helping cover the drug costs of dual 
eligibles until these issues are resolved 
by the federal government. 
      The state initiatives range from cov-
ering a single “30-day transitional sup-
ply” to paying for all unbillable dual 
eligible claims until the end of the Part 
D open enrollment period.  
      In states such as Wisconsin, Alaska, 
Massachusetts, Minnesota, Utah, and 
North Dakota, governors and state legis-
lators have opted to cover the cost of 
one month’s worth of prescription drugs 
for dual eligibles who are charged in 
excess of the limited co-pays required of 
them under the law. 

      Meanwhile, in California, the state 
legislature passed a law on January 20 
requiring the state’s health department 
to cover the drug costs of any dual eligi-
ble “who is not able to obtain drug bene-
fits from his or her prescription drug 
plan under the Medicare Program.” 
      The law set aside $150 million for 
this purpose and authorized the Gover-
nor to extend the program beyond the 
initial 15-day period if the problems 
with Medicare persisted. 
      Approximately two weeks later, 
Governor Arnold Schwarzenegger (R) 
signed a bill that will allow him to ex-
tend the program until May 16 if he 
deems it necessary to do so.  

      Prior to extending the program, the 
state had filled 278,929 prescriptions 
under this emergency prescription plan 
at a cost of $20.3 million, according to 
the governor. 
      Meanwhile, in response to state ef-
forts such as those in California, the 
federal government has launched a tem-
porary demonstration project to help  
cover the costs of state governments that 
have subsidized the drug costs of dual 
eligibles who have been billed improp-
erly by Part D plans. 
      Under the program, states are ex-
pected to seek reimbursement from Part 
D plans for improperly billed dual eligi-
bles. However, the Centers for Medicare 
and Medicaid Services (CMS) has 
agreed to pay the difference between  
the amount that states pay for the drugs 
and the amount they are able to recover 
from the plans. 

      The program also covers the admin-
istrative costs assumed by state Medi-
caid agencies in their efforts to coordi-
nate their drug benefit.  
      According to CMS, 44 states were 
approved for the demonstration program 
by the February 15 application deadline. 
      “CMS is committed to working with 
states to make transition as seamless as 
possible for all dually eligible benefici-
aries,” CMS said in a fact sheet distrib-
uted by the agency. 
      According to the fact sheet, the pro-
gram retroactively applies to all pay-
ments made since the inception of Part 
D. The program’s reimbursement period 
was supposed to end on February 15, 
though a CMS spokesperson told The 
Monitor that the program has been ex-
tended through early March.  
      Looking ahead, there are still other 
problems on the horizon for dual eligi-
bles. For instance, some are concerned 
that once Part D plans stop covering 
non-formulary drugs used by dual eligi-
bles, these patients may find themselves 
without coverage for their most com-
monly used drugs.  
      A recent report released by the U.S. 
Department of Health and Human Ser-
vices Office of Inspector General (OIG) 
found that while all Part D plans include 
at least 76% of 200 drugs commonly 
used by dual eligibles, there is a great 
deal of variance between plans in terms 
of which drugs are covered. 
     “Because [Part D] formularies vary, 
random assignment to [plans] may affect 
the number of dual eligibles who take a 
specific drug that is not included on 
their PDP’s formulary,” the report con-
cluded, adding that some beneficiaries 
may be forced to switch plans.  
      CMS, which originally required 
plans to honor a 30-day “transition pe-
riod” for this purpose, has asked plans to 
extend this period until March 31. 

IN FOCUS 
340B ENTITIES GRAPPLE WITH MEDICARE PART D 
Governments Offer to Fill Gaps in Part D Coverage for Dual Eligibles 

More than half of the states 
have offered to cover the 

drug costs of dual eligibles 
until problems are resolved 
by the federal government. 
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      Pharmaceutical manufacturers inter-
ested in providing free and discounted 
drugs to Medicare beneficiaries who 
participate in the new Part D drug bene-
fit should not be discouraged by recent 
guidance issued by the U.S. Department 
of Health and Human Services Office of 
Inspector General (OIG) about the legal-
ity of these programs, according to the 
U.S. Department of Health and Human 
Services (HHS). 
      On February 8, HHS Secretary Mi-
chael Leavitt sent a letter to Pharmaceu-
tical Research and Manufacturers of 
America (PhRMA) President Billy 
Tauzin encouraging manufacturers to 
continue providing assistance to Medi-
care beneficiaries through patient assis-
tance programs (PAP).  
      The letter also included a release 
published by the Centers for Medicare 
and Medicaid Services (CMS) on Janu-
ary 25. The CMS release states that 
manufacturers are permitted to continue 
operating their PAPs as long as they are 
in compliance with certain fraud and 
abuse laws. 
      “There is nothing in the law that 
prohibits a pharmaceutical company 
patient assistance program from provid-
ing drug assistance to Medicare benefi-
ciaries,” the release states. 
      The CMS release and HHS letter 
come more than two months after OIG 
issued a special advisory bulletin on the 
fraud and abuse concerns that must be 
addressed by manufacturers that operate 
PAP programs for individuals enrolled 
in a Part D plan. 
      The OIG bulletin, which was made 
public on November 7, 2005, states that 
manufacturers will need to amend their 
programs to minimize the risk of violat-
ing fraud and abuse laws. 
      In addition, the bulletin outlines a 
number of reduced risk options available 
to manufacturers that wish to continue 

offering assistance to Part D enrollees. 
OIG’s guidance also states that the fraud 
and abuse concerns do not apply to pa-
tients who do not plan to participate in a 
Part D plan (The Monitor, November 
2005). 
       Since the release of the OIG bulle-
tin, some manufacturers have stated that 
they are looking for ways to continue 
assisting these groups within the pa-
rameters laid out by OIG (The Monitor, 
January 2006).  
      On the other hand, a number of 
manufacturers have announced that they 
are eliminating their PAP programs for 
seniors in light of both the coverage 

available to them through Medicare and 
the impact of the OIG guidance. 
       The CMS release specifically seeks 
to allay these concerns by assuring 
manufacturers that there are lawful ways 
of continuing their PAP programs for 
both Part D enrollees and Medicare pa-
tients who do not enroll in a plan. 
      “No company needs to end its pa-
tient assistance program on account of 
the drug benefit starting,” the release 
states.  
      According to the release, an existing 
PAP may be restructured to allow low-
income seniors enrolled in Part D to 
receive certain drugs through PAP pro-
grams while purchasing all of their other 
medications through their Part D plan.  
      CMS argues that this arrangement 

would allow manufacturers to continue 
their programs “at a lower cost” and 
possibly expand the base of patients that 
they are able to serve. 
      “If a company chooses to do so, it 
can have a ‘win-win’: significantly low-
ering the cost of its patient assistance 
program compared to before the drug 
benefit...and at the same time they can 
make sure that all people who have de-
pended on the pharmaceutical com-
pany’s patient assistance program in the 
past can get the same or more help,” the 
release argues. 
      Secretary Leavitt’s letter takes a 
similar tack, arguing that the OIG guid-
ance “clearly supports the continuation 
of assistance by pharmaceutical com-
pany PAPs.” 
      Nonetheless, according to a state-
ment prepared by PhRMA—issued after 
the release of the CMS document but 
before Secretary Leavitt’s letter—the 
association remains skeptical of the 
“Outside of Part D” option and believes 
that further guidance is needed. 
     “[The OIG] guidance, which was 
issued only last November, does not say 
that providing assistance outside the Part 
D benefit is risk free,” said PhRMA 
Senior Vice President Ken Johnson. “To 
pursue this option, companies may need 
additional guidance from OIG.”  
      Meanwhile, the Wall Street Journal 
reported this month that seven manufac-
turers are working together to develop a  
joint program entitled BridgeRx that 
would offer low-income Part D enrol-
lees access to discounted drugs when 
they reach the donut hole. The program 
will likely be introduced by the partici-
pating manufacturers in May. 
      According to the Journal, CMS has 
been working closely with the manufac-
turers and has taken the position that 
such a program would be legal as long 
as it included “a broad range of drugs.” 

February 2006 
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THE FUTURE OF RX PATIENT ASSISTANCE PROGRAMS 

HHS Urges Manufacturers to Maintain PAP Programs for Medicare Beneficiaries 

“No company needs to 
end its patient assistance 
program on account of 

the [Medicare] drug 
benefit starting.” 

 
CMS Release 

January 25, 2006 
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      Chiron Pharmaceuticals, a Califor-
nia-based biotechnology company that 
participates in the 340B and Medicaid 
drug rebate programs, took the unusual 
step this month of issuing checks to 
340B entities to correct overcharges 
discovered during an internal audit. 
      In a letter sent to each affected en-
tity, Chiron explains that the company 
discovered a “calculation error” that led 
to 340B overcharges on two of their 
biopharmaceuticals from the fourth 
quarter of 2002 to the third quarter of 
2005.  
     “We chose to voluntarily disclose the 
calculation error to the Office of Phar-
macy Affairs at the Health Resources 
and Services Administration and we 
have agreed to make refunds to our Cov-
ered Entity customers,” the letter states. 
     According to the letter, the drugs 
affected by the overcharges are TOBI, 
an inhalation solution used to treat cys-
tic fibrosis, and Proleukin, a drug pre-
scribed to treat various forms of metas-
tatic cancer.  
     The overcharges were caused by the 
failure of Chiron to account for changes 
in the Consumer Price Index for All 
Urban Consumers (CPI-U) when deter-
mining their 340B price, according to 
Chiron spokesman Richard Tate.  
      Tate says that these overcharges 
apply specifically to 340B pricing and 
that these errors had no effect on the 
calculation of Medicaid drug rebates. 
      The company’s letter explains that 

its disclosure was made during an inter-
nal audit of Chiron’s government price 
reporting programs. The review was 
performed as part of the company’s 
Comprehensive Compliance Program, 
which is designed to “prevent and detect 
violations of law or company policy,” 
according to Chiron’s website.  
      In the case of these overcharges, 
Tate says that Chiron hired an outside 
consultant to examine the companies 
federal drug pricing programs. 

      The decision to settle their past 
340B overcharges was completely vol-
untary on the part of Chiron, according 
to both Tate and OPA Director Jim 
Mitchell. 
      “We commend Chiron for wanting 
to make the appropriate restitution,” 
says Mitchell, adding that his agency 
worked with the company to develop the 
refund procedure. “We were thrilled to 
death to work with them.” 
      Ted Slafsky, Executive Director of 
the Public Hospital Pharmacy Coalition 
(PHPC), also praised Chiron for taking 

this action. 
      “It is in the best interest of all parties 
for companies to address pricing prob-
lems proactively rather than take the risk 
of facing legal exposure down the road,” 
he says. 
      Tate says that Chiron has already 
issued some of the refunds and has re-
quested preliminary paper work from 
other institutions. 
      Yet despite the collaboration be-
tween Chiron and OPA, there is still 
some doubt among manufacturers as to 
how, or even if, they should refund 
340B entities for past overcharges. 
      A source familiar with 340B pricing 
told The Monitor that there is concern in 
the pharmaceutical industry over the 
lack of formal guidance on how compa-
nies are supposed to handle these types 
of situations. 
      Mitchell acknowledges that there is 
no formal procedure for issuing refunds 
on past overcharges, primarily because 
it happens so infrequently. Nonetheless, 
he says that OPA wants manufacturers 
to work with his agency to settle these 
issues in the future. 
      “We would relish the opportunity to 
work with other companies that want to 
make things right when errors occur,” he 
says. 
      Nonetheless, he adds that he is re-
quired to contact the HHS Office of In-
spector General (OIG) and the Depart-
ment of Justice (DOJ) when he is in-
formed that overcharges have occurred. 

Manufacturer Voluntarily Issues Refunds for 340B Overcharges 

“We would relish the opportu-
nity to work with other compa-
nies that want to make things 

right when errors occur.” 
 

Jim Mitchell  
Office of Pharmacy Affairs 

http://www.iirusa.com/mdrp101/ 



 
 

PHS Pricing 
Now Available for 340B Eligible Hospitals 

To order, please contact your Wholesaler 
 

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



   

          WWW.CBSRx.COM 
  
                Phone: 781-440-9899 
                                                                                                                           Fax: 781-440-9839 

 
 

If your entity is considering 340B, the first step is to evaluate the impact of this program on the patient care objectives and financial 
resources of your organization.  CBSRx has developed a comprehensive feasibility/financial impact study that has become a “must” 
first step in answering questions and creating a 340B implementation road map.  This will lay out the 340B implementation model 
that will best maximize program benefits based on the unique factors that apply to your hospital or community health center: 
 
1. The Feasibility/financial impact study  
This should be the first step before 340B implementation and also the decision matrix used if considering program expansion into 
retail outpatient prescription capture programs. 
• Evaluation of program qualification     
• Calculation of cost/benefit relationship of all implementation models and mixed use savings 
• Determination of retail pharmacy expansion benefits, contracted and entity operated 
• Sixteen financial proformas showing results at various capture rates, with contracted and entity operated outpatient pharmacies 
• Implementation costs and working capital requirements of recommended programs 
 
2. Program Implementation Consulting 
CBSRx will provide a scope of work and implement your program on a turn-key basis, whether it is a mixed use setting program in 
a hospital, construction of an out-patient pharmacy in your hospital or health center, or creation of a contracted dispensing relation-
ship with a local retail pharmacy.  We have done it all. 
 
3. Program Maintenance 
We have contracts with many of our clients where CBSRx conducts monthly visits to include compliance audits, financial variance 
analysis, program marketing capture rate audits, and work flow efficiency analysis.  Recommendations, mentoring, coaching, and 
reporting that insures 340B program success is assured through this consulting. 
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President’s Budget Calls for New Cuts to Medicaid Pharmacy Reimbursement 

discount program, it appears likely that 
this reform would impact the program 
because the 340B ceiling price for brand 
name drugs is equal to the lesser of ei-
ther best price or AMP - 15.1%. 
      Therefore, if Congress were to enact 
the President’s proposal, 340B entities 
would no longer have access to best 
price, and the new flat rebate would also 
likely apply to the 340B program. 
      The President included this proposal 
in his budget for 2006, as well, though it 
received strong opposition from state 
governors and provider groups (see The 
Monitor, July 2005). The proposal was 
not included in the budget legislation 
considered by Congress. 
 
Other Medicaid Pharmacy Proposals 

 
      The President’s budget also includes 
a number of other reforms to the Medi-

caid pharmacy system aimed at lowering 
costs and creating savings.  For instance, 
the President’s budget calls for further 
cuts to Medicaid pharmacy reimburse-
ment to prevent what the Administration 
refers to as “substantial overpayment for 
pharmacy services.” 
      Any new cuts would supplement 
those made in the Deficit Reduction Act 
(DRA), which was signed into law by 
the President this month (see pg. 1).  
      Specifically, the budget calls for a 
decrease in the maximum allowable 
payment for multiple source drugs from 
250% to 150% of AMP. 
      “The 2007 Budget proposes building 
on the Federal upper payment limit cal-
culation changes in the DRA to further 
reduce these overpayments,” according 
to the budget statement. 
      This proposal has already been criti-
cized by community pharmacy organi-
zations and chain drug stores, both of 
which strongly opposed the payment 

reductions included in the DRA. These 
organizations claim that cuts to Medi-
caid pharmacy reimbursement could 
force their members to stop treating 
Medicaid patients. 
      “This reduction will seriously affect 
Medicaid patients and the community 
pharmacies attempting to provide them 
with the medicines they need,” said 
Craig Fuller, President and CEO of the 
National Association of Chain Drug 
Stores (NACDS). 
      In addition to new Medicaid phar-
macy reimbursement cuts, the budget 
also proposes that states be permitted to 
use managed care formularies to exert 
tighter control over drug costs and nego-
tiate better discounts with pharmaceuti-
cal manufacturers. 
      In addition to the savings proposed 
in the Medicaid program over the next 
five years, the President’s budget also 
calls for a $36 billion reduction in 
spending on Medicare. 

continued from pg. 3 
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Federal Judge Dismisses 340B Overcharge Claim in California 

      On February 14, a federal district 
court judge in San Francisco dismissed 
all four causes of action set out in a 
complaint filed by the County of Santa 
Clara claiming that 13 pharmaceutical 
manufacturers overcharged the county’s 
public hospitals and health centers under 
the 340B program. 
      In dismissing the County’s case un-
der the California False Claims Act  
(CFCA), Judge William Alsup ruled that 
the County’s complaint did not include 
allegations of fact that were sufficiently 
“particular” to meet the legal standard 
for pleading a case of fraud.  He never-
theless gave the County an opportunity 
to file an amended complaint that might 
meet that standard. 
      Specifically, Judge Alsup stated that 
Santa Clara has two weeks during which 
it may file a new amended complaint, 
and indicated that the case would pro-
ceed on a “35-day track” in the event 
that such a new pleading is filed.  
      The judge’s explanation of his ruling 
largely focused on the question of 
whether the County’s allegations suffi-
ciently link the manufacturers in ques-
tion to specific instances of 340B over-
charges sustained by the County. 
      The County’s claim relied heavily 
on the findings of two reports published 
by the U.S. Department of Health and 
Human Services Office of Inspector 

General (OIG) in March 2003 and June 
2004, respectively (The Monitor, Sep-
tember 2005). 
      Santa Clara’s “failure to allege with 
any specificity if—or when—any actual 
improper claims were submitted is fa-
tal,” the opinion states, adding that the 
claim “does not specify the drugs al-
leged to have been overpriced, the 
manufacturers who sold the drugs to the 
340B entities, or the prices charged.” 
      As a result, the judge concluded that 
the claim “falls short” of the standard 

that must be met in order to allege fraud 
under California law and accordingly 
dismissed the County’s complaint. 
      In likewise dismissing the County’s 
separate claim under California’s Unfair 
Competition Law (UCL), Judge Alsup 
ruled that the County has no standing to 
pursue this claim because it is not a 
“person” permitted to sue under UCL.  
      The Court further dismissed the 
County’s call for an “accounting” of the 
manufacturers’ 340B sales and pricing 
information on the grounds that the right 

to an accounting cannot be pursued in 
California if all other claims in the case 
have been dismissed. The judge also 
dismissed the County’s claim for unjust 
enrichment, ruling that there is no basis 
for applying that theory in this case. 
      In light of these rulings, the Court 
did not need to address other issues that 
have been raised by both the County and 
the manufacturers. For instance, no rul-
ing was made on whether an accounting 
is an appropriate remedy in 340B over-
charge suits, or whether 340B entities 
have the right to file a private lawsuit 
seeking relief for overcharges.  
      The judge’s order was issued one 
month after Santa Clara amended its 
complaint to include as defendants three 
pharmaceutical wholesalers and the par-
ent organization of the 340B prime ven-
dor program, marking the first case in 
which any entity other than a manufac-
turer has been named as a defendant in 
340B-related litigation. 
      The amended complaint added the 
following four companies as defendants 
in the suit: AmerisourceBergen Corpo-
ration, Cardinal Health, McKesson Cor-
poration, and Healthcare Purchasing 
Partners International.       
      The suit, originally filed in state 
court, was moved to the United States 
District Court in the Northern District of 
California earlier this year. 
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The judge referred to 
the County’s lack of 

particular evidence of 
340B overcharges by the 

defendants as “fatal.” 
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New Law Will Increase Pricing Transparency and Lower Pharmacy Reimbursement 

ranging from the largest children’s hos-
pitals in the country to some of the most 
specialized. 
      According to NACH, these hospitals 
treat 40% of children facing the five 
most costly and complex conditions, 
including 52% of all children needing 
heart or lung transplants and 42% of 
children receiving inpatient care for can-
cer, despite constituting only 1% of hos-
pitals nationwide. 
      The law states that these hospitals 
will need to meet the same criteria as the 
disproportionate share hospitals (DSH) 
currently participating in the program, 
though Willson says that some logistical 
questions must be answered before the 
law can be implemented. 
      For instance, these hospitals will 
most likely have to meet the dispro-
portionate share adjustment test, 
which requires that 340B hospitals 
have a disproportionate share adjust-
ment percentage of at least 11.75. 
However, Willson says that these 
hospitals do not receive dispropor-
tionate share payments and therefore 
do not calculate a DSH adjustment 
percentage. 
      Similarly, many of these hospi-
tals do not file Medicare cost reports, 
which is an important tool used to deter-
mine a hospital’s eligibility. 
      Willson says the Health Resources 
and Services Administration (HRSA) 
has been working closely with the hos-
pitals to resolve these and other issues 
that are unique to children’s  hospitals. 
      “I think that HRSA takes the legisla-
tion very responsibly and [HRSA staff] 
has been very open to conversation to 
make sure they understand the legisla-
tion,” says Willson, adding that the pro-
vision could save these hospitals an av-
erage of $1 million annually off of their 
drug costs. 
      The Congressional Budget Office 
(CBO) estimates that this measure will 
save the federal government $50 million 

over the next five years. 
      Office of Pharmacy Affairs (OPA) 
Director Jim Mitchell says the federal 
government is working to ensure that 
these hospitals are able to fully partici-
pate in the program. 
      “We are trying to gain a better un-
derstanding of the children’s hospitals 
and what makes them tick,” he says. 
“We need some time to implement this 
new act and we will implement it as 
soon as we can.” 
      Mitchell says that HRSA is working 
with the Centers for Medicare and 
Medicaid Services (CMS) to develop a 
process for verifying the eligibility of 
these hospitals and that his agency 
hopes to release information to these 
hospitals in the next few months. 

 
AMP To Be Made Publicly Available 

 
      As reported in last month’s issue of 
The Monitor, the DRA takes significant 
steps to increase the transparency of 
manufacturer pricing data that could 
also prove to be particularly valuable to 
the 340B provider community. 
      According to the legislation, manu-
facturers will be required to disclose the 
Average Manufacturer Prices (AMP) of 
their drugs to both state governments 
and the general public beginning in July 
of this year. 
      The DRA states that manufacturers 
must submit this information to the 
states on a monthly basis and update 
their prices on a “website accessible to 

the public” at least quarterly.  
      Joe Barton (R-TX), Chairman of the 
House Energy and Commerce Commit-
tee, has praised this measure, arguing 
that it could save hundreds of millions 
of dollars for the federal government 
while potentially lowering drug prices 
for private health plans. 
      The idea of requiring manufacturers 
to disclose their AMP data was pro-
posed by U.S. Department of Health and 
Human Services Office of Inspector 
General (OIG) in September 2004 in a 
report on payments made by states for 
drugs covered by Medicaid (The Moni-
tor, October 2004). 
      The report concluded that states paid 
widely disparate amounts for the same 
drugs because they lacked proper evi-

dence to determine how much phar-
macies spend on these drugs. 
      OIG argued that AMP is “the 
most accurate drug pricing data 
available” to the CMS and that this 
data would allow states to more ac-
curately estimate the pharmacy ac-
quisition cost of Medicaid drugs in 
determining their state’s reimburse-
ment levels. 
      In addition to improving the 
efficiency of state Medicaid pro-
grams, AMP disclosure could pro-

vide 340B entities with a test for identi-
fying potential overcharges.  
      With access to this data, a 340B en-
tity could theoretically calculate the ab-
solute maximum price that should be 
available under 340B, which is based on 
a set discount off of AMP. If the price 
the entity pays exceeds this figure, an 
overcharge would most likely have 
taken place. 
      Mitchell says he is hopeful that this 
is a step in the direction towards making 
340B pricing more transparent, a recom-
mendation that has been made by OIG 
in its reports on the program. 
      “If AMP is made public, then the 
logic behind not sharing [other] parts of 
the 340B price may be less strong,” he 
says.  

340B-RELATED MEASURES IN DRA 
 
    Proposal              Effective Date 
 
1) Expansion of 340B to                Immediately  
    Include Freestanding  
    Children’s Hospitals 
 
2) Disclosure of AMP                    July 2006     

continued from pg. 1 



 

       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 expert commentary for pro-
viders, industry, and government agencies on how to improve access to and lower the cost of pharmaceutical 
care and handle various compliance issues in an increasingly complex environment. 

      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:  
 

• Intro Class on 340B and Patient Assistance Programs (PAPs) 
• Potential changes to the 340B definition of patient  
• Impact of new drug pricing laws on the 340B and Medicaid drug rebate programs 
• Update on Inspector General reports and other government studies 
• Status report on efforts to recover 340B overcharges, including various legal and    

 legislative action 
• Efforts to prevent drug diversion, including federal investigations and enforcement  
• President’s proposal to increase funding for OPA and reform the best price calculation 

used to determine 340B discounts and Medicaid rebates  
• Update on the best price exemption for inpatient pharmaceuticals  
• Federal plans to expand contract pharmacy options under 340B  
• Contracting challenges under Medicare Part D, restructured PAP models, and other  
       developments relevant to 340B stakeholders  
• Medicaid billing procedures used by 340B providers for both self-administered and  
       physician-administered drugs 
• Update on the 340B prime vendor program, including new contracts with manufacturers 

for subceiling discounts 
• Latest news on the future of Patient Assistance Programs (PAPs) 
• Children’s hospitals and other new entities eligible for the 340B program 
• State and Local Government Partnerships with 340B providers 

A conference designed for health care providers, the pharmaceutical industry, pharmacy service  
companies, government agencies, and other entities concerned about providing quality pharmaceutical  

care to low income and vulnerable populations while ensuring compliance with drug pricing laws. 

July 17-19, 2006 
Omni Shoreham Hotel 

Washington, DC 

More information on this conference can be found at: 

WWW.340BCOALITION.ORG 



 
 
 

A monthly newsletter with e-mail alerts of breaking news 
 

Subscribe online at www.drugdiscountmonitor.com 
or 

Mail or Fax Subscription Form to: 
 

The Monitor 
1875 Eye Street NW, Twelfth Floor 

Washington, DC 20006 
Fax: (202) 785-1756 

 
Note: PHPC hospital members receive The Monitor for free as a benefit of their membership, and need not fill out this form. 

    
 
Contact Name: ____________________________________        Method of Payment 
Title: ____________________________________________           
Organization: _____________________________________ 
Mailing Address: ___________________________________ 
       ___________________________________ 
       ___________________________________ 
Billing Address (if different): _________________________ 
                            ____________________________________ 
                            ____________________________________ 
Email: __________________ Phone: ___________________ 
 
  Subscriptions                          # of users                      Price 
   
 
Online access (for-profits)                   1                                  $400                                  = ______________   
                                 up to 5                             $800                                  = ______________    
                                up to 10                           $1200                                 = ______________  
                                           Unlimited                         $2000                                 = ______________   
 
Online access (non-profits                   1                                  $200                                  = ______________              
       and                    up to 5                             $500                                  = ______________   
             government)           up to 10                            $800                                  = ______________   
                                           Unlimited                         $1200                                 = ______________  
  
Print Copies                      max. one per online user          $100 each       x                                                                                        

      
         
 
I have read and agreed to the site license located at www.drugdiscountmonitor.com. 
 
Signature: ____________________ 
 

 = __________ 

Check (payable to “The Monitor”) 

Bill Me 

Credit Card 

Name on Card _________________ 

Card # _______________________ 

CVV Code  ____________________ 

Expiration ____________________ 

      = ______________ 

TOTAL COST 


