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      A recent trend among pharmaceutical 
manufacturers of requiring purchasers to use 
only specialty or authorized distributors in 
acquiring specific drugs has raised concerns 
among 340B entities and other health care 
providers who may face higher drug prices 
and additional administrative complexities as 
a result of the change. 
      Over the past few years, a number of 
manufacturers have informed customers that 
they would only be shipping their drugs 
through authorized channels 
and that purchasers must 
amend or develop new ar-
rangements in order to con-
tinue receiving access to 
those drugs. 
      This practice has been 
most common among manu-
facturers of products that are 
sometimes considered to be 
in short supply, such as blood products and 
family planning drugs. 
      However, the most recent example of 
this practice involves Genentech, a company 
that manufactures some of the most widely 
used infused oncology drugs. 
      Earlier this month, Genentech announced 
that, as of June 15, a number of the com-
pany’s cancer treatment products would only 
be available through a small number of au-
thorized distributors. According to Genen-

tech, this decision was made to ensure that 
the products are shipped safely and not dam-
aged during the distribution process.  
      “We feel that these products are in too 
many distribution sites and we want to better 
control how these products are handled,” 
says Marcus Farbstein, Genentech’s Govern-
ment Accounts Manager.  
      According to Farbstein, limiting the num-
ber of distribution channels will also help 

Genentech to prevent coun-
terfeiting of its products. 
      However, as a result of 
Genentech’s new policy, 
340B providers and other 
purchasers may be required 
to develop new accounts 
with authorized distributors 
in order to ensure access to 
these drugs, he says. 
            This policy also ini-

tially raised concerns among 340B entities, 
many of whom were worried that a change in 
distributor could disrupt their access to 340B 
pricing on these drugs. There was also a 
question as to whether the 340B Prime Ven-
dor Program (PVP) would need to contracts 
with the authorized distributors. 
      For some hospitals, these particular con-
cerns are based on their past experience with 
other authorized distributor systems.  
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“We are required to make 
sure that 340B entities 

continue to get access to 
their pricing.” 

 
             Marcus Farbstein 
                         Genentech 
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OPA Approves Innovative Demonstration Project in Texas 

      A coalition of safety net providers in 
Texas has begun developing an innova-
tive new Alternative Methods Demon-
stration Project that may allow all of the 
coalition’s 340B entities to expand ac-
cess to pharmaceuticals for its 340B-
eligible patients. 
      Under the program, the four 340B 
entities in Travis County—a dispropor-
tionate share hospital (DSH), a 14-site 
community health center network, a 
family planning clinic, and a primary 
care clinic for the uninsured—have al-
ready been authorized to contract with a 
retail pharmacy chain to make their 
340B drugs more easily accessible. 
      The program, formally approved by 
the Office of Pharmacy Affairs (OPA) 
late last year, is being organized by the 
Indigent Care Collaboration (ICC), an 
alliance of health care providers span-
ning a six county area that develops 
health care programs to serve low-
income patients in central Texas.  
      ICC collects and maintains elec-
tronic medical records on all of the pa-
tients seen at participating clinics in a 
shared system. 
      ICC also coordinates pharmacy pro-
grams aimed at providing access to low-
cost and free drugs, a mission that at-
tracted ICC to the Alternative Methods 
Demonstration Project program. 

      Jodie Baldwin, Director of Phar-
macy Programs at ICC, says the organi-
zation has been interested in developing 
a demonstration project for its 340B 
entities for a number of years that would 
improve patient access. 
      “ICC has submitted several different 
versions of this program to OPA over 
the last three or four years,” she says, 
adding that ICC initially encountered a 
number of regulatory roadblocks.  

      One obstacle with the program was 
that ICC includes both 340B and non-
340B entities, which raised concerns at 
OPA and the U.S. Department of Health 
and Human Services Office of Inspector 
General (OIG), according to Baldwin. 
      “They wanted to ensure that non-
340B entities did not receive the benefit 
of the program,” she says. 
      In response to these concerns, ICC 
agreed to have each participating entity 
apply for the demonstration project 

separately. Meanwhile, ICC maintains 
the responsibility of implementing the 
program and negotiating contracts with 
its contracted pharmacy chain. 
      So far, the four covered entities in 
Travis County are the only providers 
enrolled, although Baldwin says that 
ICC will encourage others to join when 
the program begins showing tangible 
savings. 
      “This is our pilot project,” says 
Baldwin. “We want to make sure it is 
successful and then offer it to other ICC 
entities.” 
      That being said, the program is still 
in its development stage because ICC’s 
initial pharmacy partner, a local super-
market, has chosen not to participate. 
However, Baldwin says that ICC is in 
negotiations with a large pharmacy 
chain that already has a strong relation-
ship with the city of Austin. 
      The Alternative Methods Demon-
stration Project program was introduced 
by the US Department of Health and 
Human Services (HHS) in 2001 as a 
way for 340B entities to increase access 
to pharmaceuticals and lower costs.  
      The program allows 340B providers 
to (1) create a network of 340B entities 
that use a common pharmacy to dis-
pense drugs, (2) use multiple contract 
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Under the program, 
all four covered enti-
ties in Travis County, 
TX are authorized to 
contract with a retail 

pharmacy chain. 
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      As a result of a recent administrative 
ruling, the Mashantucket Pequot Tribal 
Nation (MPTN) in Connecticut may be 
one step closer to gaining the right to 
dispense 340B drugs to its non-Indian 
employees. 
      On March 10, Administrative Law 
Judge Andrew Pearlstein of the Depart-
ment of the Interior’s Office of Hearings 
and Appeals issued a recommended de-
cision in favor of the MPTN’s appeal 
against the Indian Health Service (IHS), 
which had attempted to restrict the tribe 
from dispensing drugs purchased off the 
Federal Supply Schedule (FSS) to their 
non-Indian employees and their depend-
ants. 
      Many of those affected by this deci-
sion are employees of Foxwoods, a large 
casino owned by the tribe that employ-
ees upwards of 20,000 people and brings 
in approximately $1.2 billion in revenue, 
according to press reports. 
      At issue in the decision was whether 
IHS had the right under the Indian Self-
Determination Act and Indian Health 
Care Improvement Act to decline con-
tracts proposed by MPTN based on its 
pharmacy programs for these employ-
ees, which the agency did seven times 
before the case reached a hearing. 
      According to the March 10 decision, 
the MTPN’s pharmacy program works 
as follows: The tribe purchases drugs off 
of the FSS—a collection of multiple 

award contracts used by federal agen-
cies, U.S. territories, Indian tribes, and 
other specified entities—and provides 
them to both Indian beneficiaries and 
non-Indian employee beneficiaries free 
of charge at their in-house pharmacy.  
      The tribe estimates that it saves 
about $2.5 million per year by purchas-
ing drugs off the FSS, all of which are 
returned to the tribe’s general fund and 
used to fund other health care services. 
      According to the ruling, IHS had 
argued that these pharmacy programs 

should be restricted because they were 
“not for the benefit of Indians,” an argu-
ment that Judge Pearlstein rejected on 
legal grounds. 
      In his decision, Judge Pearlstein 
ruled that while IHS may oppose, for 
policy reasons, the extension of these 
pharmacy services to the tribe’s 22,000 
employee beneficiaries—the tribe itself 
has about 1,000 beneficiaries—there is 
nothing in the law to prevent it. 

      According to his judgment, “the fact 
that the Tribe’s program benefits a high 
proportion of non-Indians is not a suffi-
cient basis to decline [contracts].” 
      Also at issue in this case was 
whether the MPTN took the necessary 
steps to determine whether there were 
“reasonable alternative services” avail-
able to their employees, which is re-
quired of them under the law. 
      On that issue, IHS had argued that 
there are several other pharmacies 
within 10 miles of the MPTN reserva-
tion that were available to the tribe’s 
non-Indian employees. However, Judge 
Pearlstein ruled that the tribe has the 
sole authority to determine whether 
these options are reasonable alternatives 
to the MTPN plan. 
      Robert Pittman, a representative 
from IHS, told The Monitor that the 
agency has appealed the judge’s recom-
mended decision and should learn about 
the result of the appeal within the next 
month. IHS must honor the decision if 
its appeal fails. 
      “We do not feel the law covers that 
broad an interpretation,” he says. 
      A representative from the Pharma-
ceutical Research and Manufacturers of 
America (PhRMA) told The Monitor 
that his organization is still studying the 
implications of the ruling. 

April 2006 
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Native American Tribe Seeks 340B Access for Its Non-Indian Employees 

“We believe that this 
will automatically re-
move any cloud over 
the 340B program.” 

 
William Millar 

MPTN 

pharmacies, or (3) enter into a contract 
pharmacy arrangement to supplement an 
in-house pharmacy. 
      The programs are subject to ap-
proval and review by OPA and are 
granted specific time limits during 
which to operate. There are currently 15 
demonstration projects in operation, 
according to the OPA website. These 
programs generally expire after a period 

Coalition of Safety Net Providers in Texas Implementing Demonstration Project 

against covered entities contracting with 
more than one pharmacy to dispense its 
340B drugs. 
      OPA Director Jim Mitchell told The 
Monitor in August 2005 that existing 
demonstration projects have provided 
the agency with evidence that multiple 
contract pharmacy arrangements can 
easily be developed with sufficient con-
trols against potential diversion. A Fed-
eral Register notice explaining this pol-
icy is expected in the near future. 

of 6-7 years, although the terms vary by 
program. 
      Most of these programs were de-
signed to allow individual entities to use 
multiple contract pharmacies, although a 
handful have been used to create phar-
macy networks. 
      One tangible result of this program 
is that, based on the experiences of enti-
ties that operate demonstration projects, 
OPA plans to issue guidelines in the 
near future that would lift the restriction 

back to pg. 2 (click here) 
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      Despite the significant increase in 
the number of seniors enrolled in the 
Medicare Part D benefit, 340B pharma-
cies continue to express their concern to 
government officials and lawmakers 
about the difficulties they are facing in 
trying to develop contracts with Part D 
plans. 
      On April 17, U.S. Department of 
Health and Human Services (HHS) Mi-
chael Leavitt announced that more than 
30 million individuals are currently en-
rolled in the program. 
      According to Leavitt, this figure 
exceeds the Administration’s goal of 
enrolling 28 to 30 million individuals by 
the end of 2006. 
      Earlier this month, Secretary Leavitt 
issued his third progress report on the 
implementation of the Part D program, 
which said that beneficiary costs have 
proven to be lower than expected. 
Leavitt says the average premium is $25 
per month (with some as low as $2), 
about $12 less than the estimates made 
by independent actuaries last year. 
      In addition, the Secretary pointed to 
improvements in the coordination be-
tween CMS and its partners. 
      “CMS has leveraged its relationships 
with the program partners, especially 
plans, states, and the Social Security, to 
make significant improvements in data 
management and exchange,” the report 
states. 
      Yet despite the improvements in 
program administration and enrollment, 
some in the 340B community are still 
concerned about their inability to negoti-
ate contracts with Part D plans to par-
ticipate in their pharmacy networks. 
      In fact, representatives from the 
Public Hospital Pharmacy Coalition 
(PHPC) and the National Association of 
Community Health Centers (NACHC) 
recently met with officials from the 
Centers for Medicare and Medicaid Ser-

vices (CMS) to discuss the unique con-
tracting issues faced by 340B entities. 
      The meeting was held to discuss a 
letter that PHPC and NACHC sent to 
Cynthia Tudor, Deputy Director of 
CMS’s Medicare Drug Benefit Group, 
on February 17.  
      The letter outlined the obstacles 
faced by 340B entities in attempting to 
contract with Part D plans. Specifically, 
the letter alerts CMS that some Part D 
plans are unwilling to contract with 
340B entities or to make changes to 
their contracts and asks that CMS en-
courage plans to do so. 
      “Clearly some member pharmacies 
have been successful in contracting with 

PDPs and have otherwise made a rela-
tively smooth transition to Part D,” the 
letter states. “Others, however, have 
been less fortunate, especially the 
smaller hospitals and health centers.” 
      According to the letter, these prob-
lems have taken several forms. For in-
stance, the two organizations claim that 
some Part D plans have explicitly stated 
that they will not contract with pharma-
cies that receive 340B discounts, while 
others have not been willing to amend 
their contracts to accommodate the 
needs of 340B pharmacies. 
      The letter goes on to state that the 
behavior of Part D plans in these in-
stances may constitute violations of the 
Part D program. In particular, the letter 
discusses potential discrimination 

against 340B pharmacies and potential 
violations of the "any willing pharmacy" 
provision of the program. 
      The organizations suggest that some 
Part D plans may be discriminating 
against 340B pharmacy patients–either 
intentionally or unintentionally–and 
making it impossible for these individu-
als to participate in the program without 
abandoning their the 340B pharmacy on 
which they have historically relied. 
      With respect to the “any willing 
pharmacy” provision, PHPC and 
NACHC are concerned that Part D plans 
that do not accommodate the legal re-
quirements of 340B pharmacies may be 
neglecting their obligation to offer phar-
macies contracts that are “reasonable 
and relevant.”       
      “In our view, these problems are 
sufficiently serious that they may trigger 
one or more violations under the Part D 
program,” the letter states. 
      To address these problems, PHPC 
and NACHC recommend that CMS ex-
plicitly inform Part D plans that they 
must not discriminate against 340B 
pharmacies and require that plans honor 
the “model addendum” that was devel-
oped by CMS and the Health Resources 
and Services Administration (HRSA) to 
address the unique contract barriers 
faced by 340B pharmacies. 
      “We believe that such actions are 
necessary in order to ensure that low-
income Medicare beneficiaries have 
access to the Part D program, and that 
340B pharmacies are not unfairly ex-
cluded from this program,” the letter 
states. 
      CMS did not respond to a request for 
comment on this story, although atten-
dees of the meeting say that the agency 
made clear that they would like to hear 
from entities individually whenever they 
encounter a contracting problem. 

IN FOCUS 
340B ENTITIES GRAPPLE WITH MEDICARE PART D 

340B Groups Press CMS to Address Contracting Issues in Part D 

“These problems are 
sufficiently serious that 
they may trigger one or 
more violations under 
the Part D program.” 

 
PHPC/NACHC 
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      The US Department of Health and 
Human Services Office of Inspector 
General (OIG) has given its blessing to 
two patient assistance programs (PAP) 
sponsored by a large drug manufacturer 
that will allow the company to continue 
offering drug assistance to seniors in the 
Part D environment. 
      On April 18, OIG Chief Counsel 
Lewis Morris issued an advisory opinion 
to Schering-Plough Corporation explain-
ing that the company faces only 
“minimal risk” in operating its two pro-
posed PAPs. One of these programs 
covers high cost cancer and hepatitis 
drugs and the other a broader array of 
outpatient products. 
      The advisory opinion refers specifi-
cally to the fact pattern presented by 
Schering-Plough, although it may pro-
vide a framework for other manufactur-
ers interested in providing assistance to 
Part D enrollees. 
      The programs in question are signifi-
cant because they employ what many 
call the “Outside of Part D” model, 
which has been promoted by OIG as a 
viable alternative for manufacturers. 
Under this arrangement, manufacturers 
provide free drugs to Part D enrollees 
entirely apart from Medicare and ensure 

that the cost of these drugs will not be 
counted as true out-of-pocket spending 
(TrOOP). 
      OIG has said that this model must 
meet five criteria. According to previous 
guidance, these programs must: (1) re-
main in effect for the remainder of the 
coverage year following the benefici-
ary’s enrollment, (2) notify Part D plans 
so that they do not pay or seek reim-
bursement for the drugs or count any 

part of the cost towards TrOOP, (3) base 
eligibility on a “reasonable standard of 
need,” (4) maintain accurate records of 
the drugs dispensed, and (5) provide 
access to the drug even if the patient’s 
use is “periodic.” 
      The OIG opinion focuses primarily 
on ensuring that the PAP operates out-
side of Part D. According to OIG, the 
manufacturer has agreed to enter into a 
data sharing agreement with CMS that 

will help ensure that Part D plans and 
Medicare do not make payments for the 
drugs covered by the PAP. This data 
sharing will also ensure that the cost of 
the drugs is not applied towards TrOOP, 
the opinion states. 
      The second major factor cited fa-
vorably by OIG is that PAP eligibility is 
based solely on financial need. The 
opinion reports that Schering-Plough’s 
requirements are “entirely divorced 
from considerations related to a Part D 
enrollee’s choice of Part D plan, the 
benefit design of the enrollee’s Part D 
plan, or where a Part D enrollee is on his 
or her Part D plan’s benefit spectrum.” 
      As reported in the March issue of 
The Monitor, the Schering-Plough pro-
gram relies on an eligibility model based 
on both the household income and out-
of-pocket spending amounts of benefici-
aries.  
     To qualify for Schering-Plough’s two 
proposed programs, Part D beneficiaries 
must have an income below 325% or 
250% of the federal poverty level (FPL), 
respectively, and be either ineligible or 
rejected for the Part D “low income sub-
sidy” (LIS). 

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

IN FOCUS                                                 
THE FUTURE OF RX PATIENT ASSISTANCE PROGRAMS 

OIG Approves “Outside of Part D” PAPs Proposed by Manufacturer 
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OIG’s advisory 
opinion addressed 
two programs pro-
posed by Schering-

Plough. 
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      340B covered entities that purchased 
products from King Pharmaceuticals 
from 1998 through the first quarter of 
2004 have begun receiving the refund 
checks agreed upon in an October 2005 
settlement between King and the De-
partment of Justice (DOJ). 
      Letters from King acquired by The 
Monitor indicate that the checks were 
issued on March 17, more than three 
months after the agreement was offi-
cially executed and two months after the 
checks were supposed to be distributed 
to affected entities.  
      According to the agreement, the 
checks were to be distributed within 30 
days of the execution of the agreement 
by both parties. 
      The settlement, which was handled 
by the United States Attorney’s Office 
for the Eastern District of Pennsylvania 
in conjunction with DOJ attorneys, 
stemmed from allegations that King had 
incorrectly calculated the Average 
Manufacturer Price (AMP) of its entire 
drug line from 1998 through the fourth 
quarter of 2002. 
      More specifically, the government 
contended that King failed to adequately 
train its personnel or provide them with 
the tools necessary to properly calculate 
AMP. The government also alleged that 
King knowingly included inappropriate 
customers in its retail class of trade, 
resulting in further AMP errors.  

      Under the settlement, King agreed to 
pay $73 million to the federal govern-
ment and more than $50 million to state 
Medicaid agencies. 
       The settlement specifically stated 
that $7 million of the federal settlement 
amount was to be distributed to 340B 
entities based on their purchases of King 
products. The settlement also included 
an exhaustive list of covered entities that 
the government believes were affected 
by the alleged overcharges. (For more 
on the settlement, see The Monitor, No-
vember 2005.) 

      These letters, received by affected 
340B entities, discuss the time period 
covered by the settlement and explain 
that, in accordance with the agreement, 
King is also paying “certain amounts 
with respect to products purchased from 
the first quarter of 2003 through the first 
quarter of 2004.” 
      According to the cover letter sent by 
King, the refund amounts were deter-
mined based on a formula agreed upon 

by the DOJ and the US Attorney’s Of-
fice. 
      The refund checks are accompanied 
by a detailed report of the volume of 
specific drugs purchased by the affected 
entity and the amount of the overcharges 
resulting from these purchases. 
      The Monitor has learned that some 
340B hospitals have received checks 
ranging from $5,000 to more than 
$82,000 under the settlement. 
      The Monitor has also learned that 
some of the checks were incorrectly 
dated, leading some banks to refuse to 
deposit the refunds. This issue appears 
to have been resolved by King. 
      There have been four previous 
Medicaid-related settlements over the 
last three years that have required re-
funds for 340B entities on purchases of 
specific drugs for which they were over-
charged during particular time periods.  
      The King settlement is the first in-
stance, however, in which 340B provid-
ers have been afforded recoveries for 
overcharges on a manufacturer’s entire 
product line during a defined period. 
      According to sources from the US 
Attorney’s Office, the government’s 
current policy is to ensure that 340B 
entities are included in all appropriate 
Medicaid fraud settlements because of 
the close relationship between the Medi-
caid rebate and 340B formulas.     

340B Entities Receive Refund Checks from King Pharmaceuticals                                 

The checks were is-
sued more than three 

months after  
the settlement was 
officially executed  

by both parties 

Judge Rejects Attempt By Manufacturers to Delay Proceedings in 340B Suit 

      A United States District Court Judge 
has rejected an attempt by a group of 
m a n u f a c t u r e r s  t o  t e m p o r a r i l y 
halt proceedings in a 340B overcharge 
suit until the Department of Health and 
Human Services Office of Inspector 
General (OIG) issues a further investiga-
tory report on 340B pricing.  
     On April 10, Judge Myron Thomp-
son of the U.S. District Court for the 
Middle District of Alabama de-
nied a motion to stay the proceedings, 

which would have delayed the discovery 
process until after additional informa-
tion and findings potentially relevant to 
the case are made public by OIG in a 
report that is expected to be issued by 
the agency in the near future. 
      Judge Thompson denied the mo-
tion primarily on the grounds that it is 
unclear whether OIG’s future reports 
will ever address the matter before the 
court and that such a motion could delay 
the case “interminably.” 

      The judge also stated that the defen-
dants’ central argument was identical to 
one that he had already addressed in 
responding to their motion to dismiss 
the lawsuit in September 2005. 
      “The defendants are essentially at-
tempting to circumvent the court’s pre-
vious order denying their dismissal mo-
tions…based on an argument rejected in 
those motions,” the order states. 
      (For more background on this law-
suit, see The Monitor, October 2005.) 



 
 

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. 
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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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Schering-Plough Cleared to Operate PAPs for Part D Beneficiaries 

      The beneficiary must also either be 
enrolled in a Part D plan or demonstrate 
that she is unable to afford one. 
      Once a beneficiary meets these crite-
ria, the Schering-Plough PAP will begin 
to offer free drugs to the patient as soon 
as her out-of-pocket spending reaches 
3% of her household income.  
      Furthermore, Schering-Plough has 
agreed to provide PAP assistance to 
qualified patients for the remaining part 
of the Part D coverage year (For more 
details on the Schering-Plough model, 
see The Monitor, March 2006). 
      The OIG did not view the 3% spend-
ing requirement as a significant factor, 
stating that the PAPs would likely have 
been approved even without it. 
      “We conclude that the Arrangement 
contains safeguards sufficient to ensure 

that the PAPs operate entirely outside 
the Part D benefit, and, therefore, there 
is minimal risk of fraud and abuse under 
the Part D program,” the letter states.           
      Schering-Plough’s model was fea-
tured during a session at a 340B Coali-
tion Conference in March 2006 that also 
included an OIG official. 
      The OIG’s advisory opinions were 
released just one day after a bipartisan 
group of legislators from the Senate 
Finance Committee issued a letter to 
OIG encouraging the agency to provide 
more guidance to manufacturers on this 
issue. 
       In a letter to HHS Inspector General 
Daniel Levinson, Sens. Charles Grassley 
(R-IA), Max Baucus (D-MT), Orrin 
Hatch (R-UT), and Jay Rockefeller (D-
WV) asked OIG to “work as expedi-
tiously as possible” in responding to the 
advisory opinion requests. 

      “We believe a resolution can be 
achieved that allows pharmaceutical 
manufacturers to continue providing 
much needed assistance to certain 
groups of Medicare beneficiaries in a 
manner that does not violate the integ-
rity of the Medicare program,” the letter 
states. 
      The Senators also called more gener-
ally for additional detailed guidance on 
the future of PAPs for beneficiaries en-
rolled in Part D plans. 
      “Clear-cut guidance is needed to 
help maintain the drug assistance that 
many older Americans rely on, and 
we’ve been working to get that guidance 
for several months,” said Grassley. 
      In November 2005, OIG issued a 
special advisory bulletin laying out the 
potential for fraud and abuse by PAPs 
under the new Medicare drug benefit 
and offering alternative models.  

back to pg. 5 (click here) 



Judge Sides With Pequots on Use of Discounted Drugs For Non-Indian Employees 
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      However, if this decision is upheld, 
it could potentially lead to the MPTN 
seeking access to 340B drugs for its 
non-Indian employees, as well. William 
Millar, Special Assistant to the President 
of the Board of Directors of the MPTN, 
says he believes this decision was the 
one roadblock preventing them from 
acquiring that right. 
      “We believe that this will automati-
cally remove any cloud over the 340B 
program,” he says, adding that non-
Indians do not currently use 340B drugs. 
      According to Millar, the MPTN’s 
employees already meet the other re-
quirements of the program—including 
the patient definition test—because they 
all receive their primary care from clin-
ics run by the tribe, which maintain their 
health records. 
      Office of Pharmacy Affairs (OPA) 
Director Jim Mitchell was not available 
for comment on this story. 
      Judge Pearlstein’s decision is the 
latest development in a drama that has 
unfolded over the last six years. In Au-
gust 2000, the U.S. Department of 
Health and Human Services Office of 
Inspector General (OIG) performed an 
audit of the MPTN and its participation 
in federal drug discount programs, fo-

cusing largely on its use of the FSS and 
340B program. 
      The report, which evaluated whether 
the MPTN’s pharmacy programs were 
in line with federal guidelines, con-
cluded that the tribe had both inappro-
priately distributed discounted drugs to 
employees and failed to comply with the 
340B program guidelines.  
      Specifically, the report said that the 
MPTN extended eligibility for federal 
drug programs to its non-Indian employ-
ees without first ensuring that there were 
reasonable alternative services available 
to those who are not tribe members. 
      With respect to the 340B program, 
the report found that the MPTN did not 
comply with the 340B recordkeeping 
requirements by failing to adequately 
separate their 340B purchases from their 
non-340B purchases. 
      OIG also found that the tribe had 
served as a contract pharmacy for 15 
other tribes that were not recognized by 
OPA as 340B entities. 
       All told, the report estimated that 
the MPTN had purchased approximately 
$5.8 million worth of 340B and FSS 
drugs on behalf of its “non-eligible em-
ployees” and employees of other tribes. 
      OIG recommended that the MPTN 
cease from offering 340B and FSS-

priced drugs to its non-Indian employ-
ees—and those of other tribes—and 
ensure future compliance with the 340B 
inventory management guidelines. 
      The report also suggested that IHS 
and the  Health Resources and Services 
Administration (HRSA) take steps to 
educate the MPTN and other tribes 
about the 340B program guidelines in 
order to prevent future 340B violations. 
      In response to the report, then-
HRSA Deputy Administrator Thomas 
Morford wrote that his agency was will-
ing to “send a letter specifically direct-
ing the MPTN’s Pharmaceutical Net-
work and the Tribal government not to 
provide 340B medications to non-
patients.” 
      HRSA also agreed to require that 
MPTN submit to the agency “adequate 
documentation” demonstrating that it 
dispensed 340B drugs in a manner con-
sistent with the program’s definition of 
patient. 
      According to Millar, the MPTN fol-
lowed through on this request after the 
report was released by submitting to 
OPA the results of an internal audit of 
MPTN prescriptions, which he says 
demonstrates that the tribe only dis-
pensed 340B and FSS drugs to patients 
that were considered to be eligible dur-
ing the period studied by OIG. 
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Pharmacists Say Specialty Distributors Could Increase Costs and Limit Access 

      For instance, in the case of both in-
travenous immune globulin (IVIG) and 
family planning drugs such as Plan B, 
some manufacturers have changed their 
distribution systems over the past few 
years in an effort to address drug short-
ages or other market factors.  
      However, in some cases these sys-
tems have also limited access to 340B 
pricing by either requiring that entities 
purchase directly from the manufacturer 
in order to secure the discount or limit-
ing its allocation of 340B-priced product 
while continuing to sell the same prod-
uct at a higher price to private market 
purchasers. 
      In fact, in October 2004 Office of 
Pharmacy Affairs (OPA) Director Jim 
Mitchell sent a letter to Berlex Inc. 
warning the company against placing a 
cap on the amount of 340B-priced prod-
uct they intended to sell to covered enti-
ties during a shortage period (The Moni-
tor, January 2005). 
      In the case of IVIG, many hospitals 
have complained that they are unable to 
acquire 340B-priced product through the 
distribution systems set up by manufac-
turers.  
      For instance, the Public Hospital 
Pharmacy Coalition (PHPC) issued a 
letter to OPA last year explaining that in 
some cases their hospitals are forced to 
pay retail prices for drugs that should be 
available at a 340B price (The Monitor, 
February 2005). 
      In Genentech’s case, the company 
has assured its customers that 340B 
pricing would continue to be honored by 
all of their authorized distributors. In 
addition, some of these distributors have 
reached out to 340B covered entity 
groups to promote their services. 
      “[The new model] should not have 
any impact on 340B pricing,” says Farb-
stein. “We are required to make sure 
that 340B entities continue to get access 
to their pricing.” Farbstein also says that 
their authorized distributors are well 

aware of their obligation to honor 340B 
pricing for appropriate customers. 
      “Our distributors had to demonstrate 
that they are able to handle pricing un-
der 340B,” he says, adding that purchas-
ers may also order the products directly 
from Genentech as a “last resort.” 
      Genentech’s willingness to offer 
these drugs to purchasers directly is 
unique among manufacturers that have 
moved to a specialty distributor model, 
according to Donald Davies, Pharmacy 
Value Analyst with Clarian Health  Part-
ners, a three-hospital system in Indian-
apolis, IN. In fact, he says that in some 
cases manufacturers have mandated a 
single distributor for specific drugs and 
declined to sell them directly. 

      In these instances, entities that are 
unable to set up an account with the 
authorized distributor may be left with-
out any access to the drug. 
      As for the PVP, Farbstein says that 
Genentech will encourage its distribu-
tors to contract with the PVP in the 
event that Genentech offers discounts 
below the 340B ceiling price in the fu-
ture. The company is not currently offer-
ing such prices. 
      Based on conversations with phar-
macists at affected hospitals, it appears 
that many entities are also concerned 
that this new policy could lead to access 
issues for their hospitals. Some hospitals 
report, for example, that Genentech has 
instituted allocation limits on certain 
products as they transition between dis-
tribution models. 
      According to Genentech, these limi-
tations—which are based on the pur-

chasing histories of each entity for the 
last 12 weeks—have been put in place to 
prevent entities from hoarding these 
drugs prior to the shift in distribution 
systems.  
      Nonetheless, these hospitals say that 
this decision could restrict access to 
these drugs, which could eventually lead 
to patients going without their medica-
tions for an extended period of time.       
      Furthermore, some entities have 
expressed concern that under the new 
distribution system specialty distributors 
are within their rights not to contract 
with facilities that do not purchase a 
high volume of the drugs in question. 
      Farbstein says that many of the hos-
pitals that are currently under contract 
with large distributors will likely be 
rolled over into their specialty divisions 
seamlessly. However, there are other 
entities that will be forced to create new 
accounts with specialty distributors in 
order to secure access to these drugs in 
the future. 
      This could be especially trouble-
some for small providers that purchase 
small amounts of these drugs, such as 
rural hospitals or federally qualified 
health centers (FQHC) that have con-
tracts with oncology doctors who make 
periodic visits to their clinic. 
      “This is shifting responsibility from 
the manufacturer to the specialty dis-
tributor,” says Davies “This could dev-
astate the small facilities that have lim-
ited resources.” 
      Davies says that hospitals have his-
torically benefited from purchasing most 
of their drugs through a single large 
distributor, and that Genentech’s new 
distribution system could lead to de-
creased access to vital drugs if distribu-
tors choose not to do business with 
small purchasers. 
      In the long run, Davies says some 
providers may also be exposed to in-
creased distribution costs because they 
may no longer receive the bulk dis-
counts they currently get from their pri-
mary distributors.  

“This could devastate the 
small facilities that have 

limited resources.” 
 

Donald Davies 
Clarian Health Partners 
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       This event is hosted by the 340B Coalition, a group of 18 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 subceiling contracts and      

efforts to develop a pricing database 
• 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 
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