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Merck Settlement Puts Spotlight Back on Nominal Pricing 
Case Could Have Ramifications for Other Drug Manufacturers 

continued on pg. 10 

The recent settlement between Merck 
and federal and state investigators over 
allegations of overcharging federal health 
care programs is historic on a number of 
fronts.  Not only is it the largest health care 
fraud settlement in history involving a 
pharmaceutical manufacturer and the fed-
eral government, it is also the first time a 
drug company has been prosecuted for 
offering “nominal” prices—a once widely 
used practice in the pharmaceutical indus-
try to increase market share in a highly 
competitive market.   

On February 7, Merck agreed to pay 
$671 million—with over $9 million in re-
funds to affected 340B entities—to resolve 
allegations that from 1998 through 2006 
the company engaged in illegal marketing 
activities and submitted false price reports 
to the government in order to reduce the 
rebates it owed to Medicaid.  The settle-
ment may mark a new chapter in federal 
drug pricing investigations, sparking re-
newed interest in pricing practices that 
many companies perceived were permissi-
ble under the law.   

The term “nominal prices” is defined 
in the law as any drug sold by a manufac-
turer for less than ten percent of the drug’s 
average manufacturer price (AMP).  These 
highly discounted prices have been ex-
cluded from the “best price” and AMP 
components used to calculate Medicaid 

rebates and 340B discounts.   
Traditionally, nominally-priced drugs 

were offered to many hospitals and other 
health care clinics regardless of the level 
of indigent patients served at the facility.  
However, after the passage of the Deficit 
Reduction Act (DRA), only sales of nomi-
nally-priced drugs to 340B entities and 
certain other safety net providers speci-
fied in the DRA are excluded from best 
price and AMP. 

As a result of the DRA and concerns 
about potential compliance risks, pharma-
ceutical manufacturers have significantly 
scaled back their use of nominal prices, 
even at health care facilities that clearly 
qualify for this benefit. However, the 
Merck case is likely to send shivers down 
the spine of many pharmaceutical com-
pany executives who are now second 
guessing their pre-DRA pricing strategies. 

“This will not be the last nominal 
pricing case,” says Mark Allen Kleiman, 
an attorney who represented H. Dean 
Steinke, the lead whistleblower in the 
Merck case.  Steinke will be receiving $68 
million for his role in the Merck settle-
ment.   

While the case initially began in 2000 
when Steinke filed a whistleblower suit in 
federal court in Philadelphia, it did not 
gain steam until 2005 when the state  of 
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In its first advisory opinion of the year, the U.S. De-
partment of Health and Human Services Office of Inspec-
tor General (OIG) has approved an arrangement that will 
create new opportunities for certain clinics to expand their 
use of bulk replacement patient assistance programs 
(PAPs) that provide free pharmaceuticals to low-income 
patients.   

Bulk replacement, or “institutional,” PAPs provide 
free drugs in bulk quantities to hospitals, clinics and other 
safety-net providers to replace drugs dispensed to patients 
who meet established PAP criteria.  The primary differ-
ence from the traditional model is that the donation is to 
institutions rather than to the patient.  However, some 
companies have been reluctant to utilize this model over 
concerns that the government might determine that these 
arrangements pose compliance risks under federal fraud 
and abuse laws. 

The particular model that was analyzed by the OIG 
would allow certain pharmaceutical manufacturer spon-
sored bulk replacement PAPs to provide donated drugs to 
free clinics and federally qualified health centers (FQHCs).  
It was developed by the Rx Partnership (RxP), a Rich-
mond, Va.-based organization that promotes access to pre-
scription drugs for uninsured patients in the Virginia area. 

The arrangement “helps the FQHCs continue to serve 
as a vital part of the health care safety net” and relates di-
rectly to the clinical services FQHCs provide, the OIG 
said. 

PAP assistance is generally limited to patients who 
lack prescription drug coverage and fall below designated 
income levels.  On January 23, HHS released its 2008 pov-
erty guidelines, which some drug companies utilize to set 
income limits for PAPs.  For 2008, the federal poverty level 

 is $21,200 for a family of four—up from $20,650 in 
2007.  
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Government Blesses Bulk Replacement Patient Assistance Program Model 

is  $21,200 for a family of four—up from $20,650 in 2007.  
RxP, which submitted its proposal to the OIG on May 

1, 2007, requests free bulk medications from pharmaceuti-
cal companies and arranges for their distribution directly 
to nonprofit, licensed affiliate safety net pharmacies that it 
monitors independently.  To be credentialed, each affiliate 
“must demonstrate that it utilizes a specific intake process 
to determine income eligibility of less than 200% of pov-
erty level,” according to the organization’s Web site.  The 
affiliates are also required to comply with uniform PAP 
operating standards, including maintaining separate, au-
ditable records for all PAPs drugs.  Seventeen affiliates are 
currently participating in the RxP program.   

RxP is a public-private partnership—receiving fund-
ing from the Virginia General Assembly, as well as from 
foundations, corporations and trade associations.   

“It’s really a unique approach to the challenge that 
comes from getting medication to people in need,” says 
Executive Director Amy Yarcich.  “Our system allows for 
medication to go directly from the manufacturer to the 
clinic or FQHC.” 

In approving the arrangement, the OIG opinion also 
sheds light on the agency’s position on a controversial is-
sue surrounding PAPs.  Specifically, the February 1 opin-
ion represents the first time the OIG has specifically ruled 
on the application of the anti-kickback statute to bulk re-
placement PAPs.  The anti-kickback statute generally pro-
hibits offers or payments of remuneration in return for 
referrals of Medicare or Medicaid business, or any other 
services or supplies payable by a federal health care pro-
gram.  The OIG analyzed whether RxP’s model would 
potentially violate the anti-kickback statute or the prohibi-

continued on pg. 8 



In a departure from previous years, President Bush 
has left out line-item funding for the Office of Pharmacy 
Affairs (OPA) in his budget request for Fiscal Year 2009—
a far cry from the nearly $3 million he requested to fund 
the agency in both FY 2007 and 2008.  The exclusion of 
funding could be damaging to the 340B program because 
OPA—the agency within the Health Resources and Ser-
vices Administration (HRSA) that oversees the 340B pro-
gram—has said it needs the funding to improve its price 
verification capabilities and to overhaul its database of 
covered entities and manufacturers.   

The President’s $3.1 trillion budget proposal, which 
was sent to Congress on February 4, would slash overall 
funding for the Department of Health and Human Ser-
vices (HHS) by over $2 billion.  The FY 2009 budget re-
quests $5.9 billion in discretionary funding for HRSA, a 
decrease of $1 billion below FY 2008.  In addition, the 
President has proposed cutting $196 billion over five years 
from the Medicaid and Medicare programs, sparking con-
sternation from key lawmakers from both parties.   

OPA Director Jim Mitchell says the budget cut is 
across the board.  “There is no indication that [the budget] 
is a reflection of a lack of support,” he says.  “OPA will 
carry on its statutory responsibilities.”  

However, the elimination of the earmark comes at a 
time when OPA is still reeling from a last minute funding 
cut that has left the office scrambling for alternative finan-
cial resources for this fiscal year.  In a surprise move in 
December, Congress removed close to $3 million in fund-
ing for OPA that was previously included in both the 
House and Senate versions of the FY 2008 Labor, HHS and 
Education Appropriations bill and was included in a 
funding bill vetoed by the President as too costly.  

The bill originally had a $2.94 million earmark for 
OPA.  However, following the President’s veto of the bill, 
Congress approved a slimmed down version of the legis-
lation that did not include the much-anticipated earmark 
for OPA.  The agency has since restricted travel for its staff 
and is considering other cost cutting measures (See Janu-
ary’s Monitor).   

OPA is hoping that the Office of the HRSA Adminis-
trator, which has previously contributed hundreds of 
thousands of dollars in discretionary funding to OPA, will 
pick up the slack.  OPA Director Jim Mitchell says the 
agency continues to have strong support from the Admin-
istrator but that its funding request is still under review.  

“We don’t have a firm spending plan at this time,” he 
adds.  

The Fiscal Year 2007 budget request of $2.97 million, 
which represented the first time OPA received its own line 
item in the President’s budget, was also never funded due 
to Congress’ and the Administration’s inability to approve 
the Labor, HHS bill.  The funding request was especially 
noteworthy considering it was included despite an overall 
cut of $352 million to HRSA’s proposed budget for that 
year.   

To date, the 340B program has only been funded by 
HRSA program management funds and other agency-
wide funding sources.  Part of the funding would have 
enabled OPA to begin an annual verification of the data 
submitted by 340B covered entities for its Web site.   
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SNHPA is recruiting a candidate to oversee and help imple-
ment federal legislative affairs for this 501(c)(6) non-profit ad-
vocacy organization based in Washington, D.C. The position is 
responsible for directing relations with Congressional offices 
and the Administration and overseeing the work of SNHPA’s 
legislative team and contract lobbyists. In addition, the Direc-
tor will work closely with member hospitals to keep them in-
formed on legislative matters at the federal level.  
 
Job Description: 
• Coordinate and manage all outreach by SNHPA staff and 

consultants to Capitol Hill and the Administration 
• Implement and coordinate SNHPA legislative activities 
• Responsible for implementing the development and 

maintenance of legislative information 
• Supervise SNHPA’s grassroots coordinator  
 
Requirements:  
• At least five years of experience on Capitol Hill and/or in 

government affairs in health care at the federal level  
• Strong writing and communication skills 
• Experience at national trade association is a plus 
• Understanding of pharmaceutical policy, Medicare, Medi-

caid, and hospital issues is desired 
 

Salary commensurate with experience. Full benefits package. 
Please send cover letter and resume to admin@safetynetrx.org 
or fax to SNHPA Administrator at 202-552-5856.  Please state 
the starting date of your availability, your salary requirements 
and how you became aware of this job opening.  
 

SNHPA, Director of Government Relations  

continued on pg. 8 
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Medicaid Drug Spending Decreases  

Dramatically As a Result of Part D 

For the first time in the history of the Medicare and 
Medicaid programs, 2006 saw both an increase in Medicare 
prescription drug spending and a decrease in overall Medi-
caid spending, according to data released by the Centers for 
Medicare and Medicaid Services (CMS) on January 8 that 
shed light on the impact of the Medicare Part D program.  

Following the third open enrollment season that started 
on January 1, 2008, there are 1.5 million more enrollees in 
Part D—the total number of beneficiaries enrolled is now 
25.4 million, according to a January 31 CMS press release.  

The decrease in Medicaid spending makes 2006 the first 
year since its inception that the program has not grown in 
size.  CMS estimates that one of the primary reasons for this 
decrease was the introduction of Part D, which “shifted drug 
coverage for dual eligibles from Medicaid into Medicare.” 

Meanwhile, due in part to the coverage offered under 
Part D, Medicare prescription drug spending growth in-
creased in 2006 for the first time in six years.  

According to a CMS release, “Roughly half of 
[prescription drug spending] growth was due to increased 
use of prescription drugs, partly a result of coverage now 
available under Medicare Part D, as well as new indications 
for existing drugs, growth in therapeutic classes, and in-
creased use of specialty drugs.” 

A study by Harvard professors Richard Frank and Jo-
seph Newhouse recommends that manufacturers be re-
quired to sell drugs to prescription drug plans (PDPs) for 
dual eligible beneficiaries at prices similar to those paid by 
Medicaid.  Doing so, according to the study, may reduce 
growing Part D drug prices.  

 

CMS Releases Proposed Rule to Protect  

Low Income Part D Enrollees 
CMS also announced that it is currently accepting com-

ments through March 10 on a proposed rule that would al-
low PDP sponsors to offer a separate, reduced prescription 
drug premium for low-income subsidy enrollees.  Unlike 
other Medicare beneficiaries who have to pay for their own 
drugs during the so-called “donut hole,” low-income sub-
sidy recipients do not have a coverage gap, and some plans 
offer additional coverage during this period. 

CMS’s proposal is an attempt to address the fact that 
many individuals enrolled in the Medicare Part D Prescrip-
tion Drug Plan Low Income Subsidy (LIS) are subject to 
changes in their Part D PDPs each year. Because these PDPs 

participate in an annual competitive bidding process, 
LIS enrollees are often reassigned by CMS to other plans 
based on which PDPs meet the government’s bidding 
requirements. 

The proposal would allow LIS enrollees to keep 
their drug plan regardless of the outcome of the bid-
ding.  The provision, according to the proposal, “will 
help to ensure there are a sufficient number of organiza-
tions offering zero-premium plans in each region and 
reduce the number of LIS beneficiary reassignments to 
other organizations.” 

If a low-income Medicare beneficiary is able to stay 
with his or her Part D plan, it could also ease the burden 
on pharmacies that serve these patients.   

“Parkland does not take all the plans and when a 
beneficiary is changed, it causes [patients] to have to 
switch pharmacies or change to a plan we do carry,” 
says RoseMarie Babbitt, the Associate Director of Phar-
macy Services at Parkland Health and Hospital System 
in Dallas, Texas.  

According to CMS, approximately 3.1 million Part D 
enrollees—or 12 percent—changed plans in 2008.  Of 
those who changed, 2.1 million were LIS beneficiaries 
who were reassigned so they would not have to pay a 
premium, CMS said.   

CMS said it anticipates the proposed regulation 
would decrease the number of reassignments of LIS 
beneficiaries to other PDPs and that this would “boost 
program stability for both beneficiaries and plans.” 

The Part D base beneficiary premium for 2008 is 
$27.93, which is close to 40 percent lower than originally 
projected.  According to CMS, nearly 90 percent of bene-
ficiaries enrolled in a stand-alone PDP will have access 
to plans that cost them the same or less than in 2007.  
The average value of the program for low-income enrol-
lees is estimated to be about $3,660 per year in 2008—
compared to $3,353 in 2007, CMS said.  

While the prescription drug benefit for low-income 
seniors is considered to be fairly generous, most Medi-
care beneficiaries are responsible for all costs inside the 
donut hole until they reach a spending threshold that 
qualifies for “catastrophic coverage.”   

For 2008, catastrophic coverage is available after a 
beneficiary’s total drug costs reach $5,726, with $4,040 of 
that in true out of pocket (TrOOP) spending.  At this 
point, the government covers 95 percent of drug ex-
penses once they reach the catastrophic limit.   

February 2008 
IN FOCUS: Medicare Part D Update 
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While it is too early for any definitive conclusions, 340B 
prices will likely decrease as providers and manufacturers 
begin feeling the effects of the Deficit Reduction Act of 2005 
(DRA), according to some of the speakers on a panel of drug 
pricing experts at the annual 340B Coalition Winter Confer-
ence held in Long Beach, Calif., earlier this month.   

A key reason that 340B prices will remain stable or drop 
is the result of a provision in the Medicaid rebate and 340B 
law that prevents brand-name manufacturers from raising 
prices higher than inflation.  In addition, the narrowing of 
the definition of nominal pricing is also likely to cause 340B 
prices to drop, according to a pharmaceutical industry ex-
pert.   

Since publication of the final DRA regulations last sum-
mer, there has been increased speculation among experts 
over whether the Centers for Medicare and Medicaid’s 
(CMS) changes would drive 340B prices up or down over 
time.  Stakeholders are particularly concerned about regula-
tions that alter the calculation of average manufacturer price 
(AMP), a key component of 340B ceiling prices and Medi-
caid rebates.  

340B ceiling prices for brand-name drugs are the lower 
of AMP less 15.1 percent or Medicaid best price with an ad-
ditional discount if prices rise faster than inflation.  340B 
ceiling prices for generic drugs are AMP less 11 percent.   

The DRA directed CMS to begin publishing AMP data 
on a monthly basis to state Medicaid programs and to share 
this data on a public Web site updated quarterly.  The DRA 
also sought to redefine AMP for brand-name and generic 
medications.    

Prior to implementation of the DRA, AMP included 
prompt pay discounts offered by manufacturers to wholesal-
ers.  Although there is little concrete data on the frequency 
or size of these discounts, many within the pricing commu-
nity believe that including these discounts served to lower 
AMP.  

And while CMS’ proposed rule explicitly included price 
concessions to pharmacy benefit managers (PBMs) in AMP 
calculations—a decision that would likely have reduced 
AMP—the final rule excludes all PBM prices, except through 
a PBM’s mail-order pharmacy (See July 2007’s Monitor).  

Edward McAdam, Director of Contract Administration 
for pharmaceutical manufacturer Daiichi-Sankyo and the 
leader of the company’s efforts to implement its DRA strat-
egy, told the audience that, on average, 340B prices went 
down for the first quarter of 2008 for his company’s line of 
products.  Providers will not see the impact of AMP on 340B 
prices until the second quarter of 2008 due to the lag time in 

calculating and publishing 340B prices, according to 
McAdam.  

Chris Hatwig, Senior Director for the 340B Prime 
Vendor Program (PVP), said the 340B market is difficult 
to assess and is both product and manufacturer specific.  
PVP has seen 340B volume decline for the first time in 
the history of the program.  PVP is not sure why but 
speculates that the loss of business may be a result of 
Medicare Part D and Wal-Mart’s $4 generic prices. 

McAdam speculated that 340B prices are likely to 
drop as a result of two changes that were part of the 
DRA and one longstanding requirement found in both 
the 340B and Medicaid rebate programs. The DRA sig-
nificantly narrowed the definition of providers that 
benefit from deeply discounted nominally priced 
drugs—products that are exempt from the Medicaid 
rebate and 340B pricing calculations.  As a result, many 
lower priced products offered to non-340B providers 
now have to be included in these government calcula-
tions.   

The DRA also requires brand-name manufacturers 
to include authorized generics in its best price calcula-
tions that it reports to CMS.  Authorized generics are a 
brand-name company’s own product repackaged and 
marketed as a generic drug either through a subsidiary 
or third-party. 

Finally, McAdam emphasized the critical role that 
the Consumer Price Index-Urban, or “CPI-U” adjust-
ment factor, plays in keeping pricing down in the gov-
ernment sector. This provision requires brand-name 
manufacturers to offer an additional discount to the 
Medicaid and 340B programs if prices rise faster than 
the rate of inflation.   

As was reported in last month’s Monitor, two impor-
tant provisions of the DRA related to AMP—the publi-
cation of AMP on a public Web site and the use of AMP 
as a basis for Medicaid reimbursement—have been put 
on hold as a result of a lawsuit filed by the National As-
sociation of Chain Drug Stores and the National Asso-
ciation of Community Pharmacists in November 2007 
against the Department of Health and Human Services 
(HHS) and CMS.   

 The lawsuit contends that the government’s imple-
mentation of a provision in the DRA violated the Social 
Security Act by cutting Medicaid reimbursements to 
levels far below what Congress intended.  A federal  

continued on pg. 11 



Just one month after unexpectedly vetoing the bill, 
President Bush has signed a revised $696 billion Fiscal 
Year 2008 Defense Authorization package that will ex-
tend federal discounts for military beneficiaries and their 
dependents to the retail pharmacy setting.  

Under the new law, the Department of Defense 
(DOD) may negotiate with drug manufacturers for dis-
counts at retail pharmacies, just as they do for prescrip-
tions filled at military bases or through its mail-order 
program.   

The DOD and the Department of Veterans Affairs 
(VA) currently receive a significantly reduced price for 
drugs from pharmaceutical manufacturers on the Fed-
eral Supply Schedule (FSS), which is negotiated by the 
VA based on prices that manufacturers charge their 
“most-favored,” non-federal customers.   

Such prices may be discounted even further under a 
federal law prohibiting drug manufacturers from selling 
above a federal ceiling price set at 24 percent below a 
drug’s non-federal average manufacturer price.  The FSS 
makes it possible for the DOD and VA to receive a dis-
count on the drugs it provides to beneficiaries through 
its hospital pharmacies and mail-order program (See 
July 2007’s Monitor).  

However, under the TRICARE program, the health 
insurance plan for the military, drug manufacturers gen-
erally have not provided discounted prices to the DOD 
and VA when beneficiaries use retail pharmacies. 

While the chain and community pharmacy industry 
is pleased with the outcome of the legislation, PhRMA, 
the trade association representing most brand-name 
drug companies, opposed the legislation (See January’s 
Monitor).   

The President’s signing of the bill comes one month 
after he surprised Congress by announcing that he 
would exercise the rarely used “pocket veto” to block an 
earlier version of the bill.   

At the time of the veto, a spokesperson for the Ad-
ministration said the White House had concerns with a 
provision that it believed would imperil Iraq’s redevel-
opments efforts.   
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Law Extends Federal Discounts  

to Retail Pharmacies 
Military Beneficiaries to Get Access to FSS Prices 

 SALES DIRECTOR, APEXUS/340B PRIME 

VENDOR PROGRAM 

This opportunity reports to the Senior Director of the 340B Prime 
Vendor Program (PVP) and will manage a national sales territory 
of medium and large sized accounts to achieve individual and 
team sales and savings goals for 340B PVP/Apexus. The Incum-
bent will lead the 340B PVP marketing strategy and create and 
implement plans through programmatic and consultative sales to 
achieve program sales and participant savings goals.  
 

Additional Responsibilities: 

• Creation and interpretation of presentations and compara-
tive analysis used with participants to share the value of the 
340B PVP.  Responsible for leading PVP initiatives and mar-
keting strategies for recruitment of new participants. 

• Responsible for increasing contract penetration at existing 
participants by utilizing our information tools and reports to 
identify program and category opportunities to enhance 
their value.  Critical time management skills are required to 
ensure customer satisfaction levels are met. 

• Responsible for building relationships with key distributors 
and vendors.  Work hand-in-hand with PVP key suppliers/
vendors and their PVP preferred products/services to educate 
and assist in product and service conversions.  Deals directly 
with manufacturers and distributors to resolve pharmacy 
supply chain issues. 

• Responsible for educational and recruitment programs of new 
participants representing significant size and/or strategic im-
portance to the program.   

• Participation at trade shows and other events to help com-
municate the value of the 340B PVP and recruitment of new 
participants.  Travel anticipated at 60%. 

• Provide ongoing education for customers, business partners 
and staff, by arranging and facilitating meetings.  Collabo-
rate effectively with internal 340B PVP staff to reach com-
mon goals. 

 

Qualifications: 

• Bachelor’s in Business Administration 
• Bachelor’s in Pharmacy - Preferred 
• 5 to 7 years sales experience in healthcare (with manufac-

turer, distributor or another GPO) 
• Previous management experience preferred 
• Ability to make presentations to top management of mem-

bers 
• Strong verbal and written communication skills 
• Requires the ability to build strong strategic working rela-

tionships with vendors and members 
• Must be self-motivated, have excellent organizational skills 

and demonstrated success in achieving results in a changing 
and dynamic team environment 

• ~60% travel 
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-age.  Because 340B discounts are based in part on the 
Medicaid best price mechanism, the President’s proposed 
elimination of best price would likely carry over to the 
340B program.   

Best price is defined as the lowest price paid to a manu-
facturer for a brand name drug, taking into account rebates, 
chargebacks, discounts or other pricing adjustments, and 
excluding nominal prices and discounted pricing required 
under the 340B, federal supply schedule and other federal 
programs.   

The Administration has historically opposed the best 
price system arguing that it creates a disincentive for 
manufacturers to offer deep discounts to non-government 
purchasers out of fear that these discounts will be extended 
to the Medicaid drug rebate program.  According to the 
Administration, “Medicaid best price interferes with the 
marketplace by deterring manufacturers from offering 
lower prices to other drug purchasers.”   

Currently, discounts for brand-name drugs under the 
340B and Medicaid drug rebate programs are tied to the 
lower of either average manufacturer price (AMP) less 15.1 
percent or AMP minus best price.  For generic drugs, best 
price is not a factor in determining 340B prices and Medi-
caid drug rebates.   

While the budget does not specifically mention changes 
to the 340B drug discount program, this reform could po-
tentially affect 340B prices because the 340B ceiling price 
for brand-name drugs is determined by best price and 
AMP.  Therefore, if Congress were to enact the President’s 
proposal to replace the best price system with a flat rebate, 
that rate might also apply to the 340B program.   

The proposal states that replacing best price with a flat 
rebate would be “budget neutral”—that is, it would not 
increase or decrease costs to the Medicaid program. 

Steve Young, Managing Director of the Huron Group, 
says there is no black and white answer to how such a 
change might impact 340B prices.  “The key issue is how 
the budget neutral issue will be accomplished,” he says.   

340B provider advocacy groups and the National  
National Governors Association have strongly opposed 
this measure in recent years.   

“The President’s budget, if adopted by Congress, 
would jeopardize the program’s ability to stretch tax dol-
lars further in improving the affordability and accessibility 
of medications for low income populations,” says Bill von 
Oehsen, President of Safety Net Hospitals for Pharmaceuti-
cal Access.  
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Bulk Replacement PAPs 

-tion on inducements to Medicare beneficiaries con-
tained in the civil monetary penalties statute.   

The opinion warned that the arrangement would 
raise a potential compliance risk if affiliates were to pur-
chase other products from sponsors that are payable by a 
federal health care program or influence physicians’ pre-
scribing patterns.  In its approval, the OIG cited a num-
ber of safeguards, including that “the Arrangement does 
not involve the kind of cherry-picking of patients on the 
basis of payer status or ability to pay that raises concerns 
in other contexts.”  

Yarcich says the arrangement will allow RxP to pro-
vide medication to people who need it.  “I think the goal 
and the hope is that it’s going to help remove any type of 
barrier or perception of a problem from the pharmaceu-
tical company’s perspective without fear or uncertainty 
whether this is appropriate.”  

In approving of this arrangement, the OIG has given 
hope to those who would like to develop a similar ar-
rangement for hospitals interested in implementing bulk 
replacement PAPs.  

Mark Fitzgerald, a principal with the Washington, 
D.C.-based law firm Powers, Pyles, Sutter & Verville 
who helped RxP with the request for the opinion, says 
the safeguards outlined in the advisory opinion may be 
useful for hospitals and manufacturers participating in 
bulk replacement PAPs to minimize their compliance 
risk.  The OIG has never issued an advisory opinion ad-
dressing the use of bulk replacement PAPs by hospitals.  

“This new opinion suggests the OIG might be recep-
tive to approving such an arrangement, but it leaves 
some important questions unanswered regarding hospi-
tal participation in bulk replacement PAPs,” Fitzgerald 
says.   

Yarcich calls the opinion a “key starting point” for 
RxP.  “A lot of what we do will have implications for 
other areas of the country,” she says.    

continued from pg. 2 
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Budget Calls for Changes to Medicaid Rebate Program 

Meanwhile, the President’s budget once again calls 
for a major change in how 340B and Medicaid drug re-
bates are calculated.  The Administration recommends 
that the “best price” system for calculating Medicaid re-
bates be eliminated and replaced by a flat rebate percent- 



 
 

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 administered in con-
junction with the oral anticoagulant warfarin sodium. The safety 
and effectiveness of Innohep® were established 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 
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Nevada filed a complaint in the U.S. District Court for the 
District of Nevada.  Nevada alleged that Merck violated 
the state’s False Claims Act by using a scheme that ex-
tended nominal prices to hospitals on two Merck prod-
ucts—Zocor and Vioxx—and then concealed those low 
prices from the Centers for Medicare and Medicaid Ser-
vices (CMS) when reporting the company’s best price data 
for those drugs.   

The case centered around allegations that Merck of-
fered 92 percent discounts to hospitals and clinics pro-
vided they filled their prescription needs with Merck’s 
products.  The marketing gambit, as described by propo-
nents of the case, was that once patients left the hospital, it 
was expected they would continue to use the same 
drugs—with Medicare, Medicaid and private insurance 
paying the full price as opposed to cheaper generic alter-
natives.  

Merck sought a dismissal of the Nevada case, but the 
motion was denied in May 2006 (See November 2006’s 
Monitor).  Several states then instituted their own investi-
gations and state and federal prosecutors began working 
together to pursue the case.   

“The Nevada case was unsealed and litigated—it 
forced the company to come around and settle the case,” 
says Timothy Terry, head of the state’s Medicaid Fraud 
Control Unit.  “I think there are other companies who 
have similar nominal price programs that should be wor-
ried by the Nevada court decision and the Merck settle-
ment.” 

In recent years, lawmakers from both parties had 
raised concerns that manufacturers’ were exploiting the 
nominal pricing exception. A 2004 investigation into 
manufacturers’ nominal pricing practices by the U.S. Sen-
ate Finance Committee found that pharmaceutical compa-
nies often offered drugs at nominal prices for marketing 
rather than charitable purposes.  In particular, the Com-
mittee noted that while hospitals are the primary recipient 
of nominally priced goods, manufacturers did not differ-
entiate between selling these goods to for-profit and non-
profit entities.   

Moreover, manufacturers rarely cited a “charitable 
purpose” as a reason for granting contracts for nominally 
priced goods and often tied these contracts to hospitals 
delivering a certain market share.  These practices, the 
report concluded, were inconsistent with Congressional 
intent for nominal pricing practices.  

Others argue that the original Medicaid rebate statute 
did not explicitly define nominal pricing as only allowable 
for charitable or safety-net providers.   

“The definition of nominal prices, to the extent that 
they had existed before the DRA, was not limited to prices 
given to charitable organizations,” says Larri Short, an at-
torney representing pharmaceutical companies for the law 
firm Arent Fox.  “The only thing tied to it was ‘less than 10 
percent of AMP.’  [Nominal prices] were obviously used by 
not only Merck, but a number of companies in commercial 
transactions.” 

Donna Yesner, a partner with the law firm McKenna 
Long & Aldridge, who represents pharmaceutical manufac-
turers, says, “Simply giving a hospital a nominal price for 
strategic reasons was permissible under the rebate statute 
before Congress amended it.”    

In a statement posted on Merck’s Web site, the com-
pany stated that it believes its pricing and sales and mar-
keting policies and practices were “consistent with all ap-
plicable regulations and contracts during the relevant 
time.”  

 Despite the arguments of the pharmaceutical industry 
and their attorneys, federal prosecutors and the U.S. courts 
were persuaded by the whistleblower’s attorneys who ar-
gued that the legislative history of the Medicaid rebate law 
makes it clear that the nominal price exclusion to best price 
reporting was intended to be limited to special purchasers, 
such as charitable health care facilities and Planned Parent-
hood clinics, rather than a broader group of health care 
providers.   

The case involving whistleblower Steinke will result in 
$399 million to federal health care programs, including 
over $5.3 million, plus interest, to 340B covered entities, 
that purchased the Merck products between April 1998 and 
March 2006.  

In addition, Merck has agreed to pay $250 million, plus 
interest, to settle allegations raised in New Orleans by phy-
sician William St. John LaCorte.  According to the Depart-
ment of Justice (DOJ), LaCorte alleged that from 1996 
through 2001, the company provided discounts on its Pep-
cid products in exchange for hospitals pledging to use the 
drug rather than its competitors.  In doing so, the company 
improperly termed these discounts as nominal, according 
to the DOJ.   

continued from pg. 1 

Settlement Opens Door for More Nominal Pricing Cases 
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Merck Settlement 

As part of the LaCorte settlement, Merck will refund 
close to $3.8 million, plus interest, to certain 340B entities. 
LaCorte, meanwhile, will receive an undetermined share 
of the refunds from the federal and state settlement 
amounts.  The federal share is over $137 million, while the 
state share is more than $112 million.  

In both cases, affected entities can expect to receive a 
check within 30 days of the effective date of the settlement 
agreement—February 7.  The Office of Pharmacy Affairs, 
the agency within the Health Resources and Services Ad-
ministration (HRSA) that oversees the 340B program, says 
it has not discussed the settlement with either Merck or 
the government and does not have additional information 
about the reimbursement process.   

In announcing the settlements, the DOJ acknowledged 
that Merck had already changed its “physician remunera-
tion sales practices and its compliance program” prior to 
its knowledge of the investigation.  Pat Meehan, U.S. At-
torney for the Eastern District of Pennsylvania, said, “We 
are heartened when providers recognize problems and act 
affirmatively and comprehensively, as Merck did, to im-
prove the systems they have to reduce fiscal demands 
upon federal and state health reimbursement.”  

The company has also agreed to enter into a five-year 
corporate integrity agreement with the Department of 
Health and Human Services Office of the Inspector Gen-
eral.   

The Merck settlement is the seventh such agreement 
to include refunds for 340B providers.  Most recently, a 
settlement in October 2007 between Bristol-Myers Squibb 
and the DOJ led to $124,000 in refunds to certain 340B en-
tities.  Previous 340B refunds have ranged from $2.5 mil-
lion to $10.6 million (See October 2007’s Monitor). 

Director of Legal and Regulatory Affairs 
 

Safety Net Hospitals for Pharmaceutical Access (SNHPA) is an 
organization of over 400 public and private non-profit hospitals 
and health systems that participate in the 340B drug discount 
program. SNHPA was formed to increase the affordability and 
accessibility of pharmaceutical care for the nation's low-income 
and underserved populations. SNHPA monitors, educates, and 
serves as an advocate on federal legislative and regulatory issues 
related to drug pricing and other pharmacy matters affecting 
safety net providers. SNHPA is dedicated to protecting the 340B 
program and creating new opportunities for member hospitals to 
save on pharmaceuticals. 
 

About the Position 
 
SNHPA is recruiting a candidate to direct the legal and regula-
tory affairs for this 501(c)(6) nonprofit advocacy organization 
based in Washington, D.C. This position involves serving as in-
house counsel and legal advisor to SNHPA on regulatory, legis-
lative and compliance issues, including matters of statutory and 
regulatory interpretation, analysis of relevant case law, etc. The 
individual hired will report to SNHPA’s President/General 
Counsel and Executive Director.  
 

Responsibilities 
 
• Participate with the President/General Counsel and Execu-

tive Director in interactions and advocacy efforts directed 
toward influencing federal policy with respect to the 340B 
drug discount program and related federal programs. 

• Participate with SNHPA’s legislative team in formulating and 
implementing legislative strategy, including drafting and 
commenting on proposed legislation and assisting, where 
appropriate, in lobbying efforts. 

• Act as the organization’s primary advisor on matters relating 
to litigation in administrative or judicial forums.  

• Provide technical assistance to SNHPA members on matters 
relating to the 340B program and compliance with program-
matic standards and requirements.  

• Draft and review letters, memoranda, and other documents 
pertaining to questions of law and regulatory policy. 

• Play a major role in planning, preparing for, and making pres-
entations at conferences. 

• Interact with the private counsel, federal and state govern-
ment officials, Congressional staff, 340B Coalition members,  
SNHPA’s Board of Directors, representatives of private indus-
try, and other individuals and groups, as necessary to pursue 
and accomplish the objectives of the organization. 

 
Candidates should have at least five years of legal experience 
and an understanding of pharmaceutical policy, Medicare, Medi-
caid and hospital issues. Experience at a private law firm, na-
tional trade association or the federal government is a plus. 
Please send cover letter and resume to admin@safetynetrx.org or 
fax to SNHPA Administrator at 202-552-5856.  Please state the 
starting date of your availability, your salary requirements and 
how you became aware of this job opening.  

SNHPA Job Opportunity 
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judge granted a preliminary injunction order in December 
2007.  For now, the pharmaceutical industry and govern-
ment will not have to return to pre-DRA calculation meth-
ods for determining 340B prices and Medicaid rebates.   

Despite the pending lawsuit, experts at the 340B Coa-
lition Conference advised attendees that the new 340B 
prices are likely to go into effect no matter what the court 
decides.   

Experts Weigh in on 340B Price Outlook 
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