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      A trial date has been set for Dr. Joseph 
Rudolph, a Pittsburgh doctor accused of ille-
gally distributing 340B-discounted drugs. 
Meanwhile, new details have emerged about 
the process by which the government discov-
ered his alleged diversion. 
      As reported in The Monitor in January, 
Rudolph was indicted by a federal grand jury 
on January 3 and charged with distributing 
340B medications without a wholesaler’s 
license to oncology clinics that the govern-
ment contends were not 
affiliated with his 340B 
entity site. If convicted, 
Rudolph could face up to 
ten years in jail or 
$250,000 in fines. 
      Specifically, the gov-
ernment has argued that the 
oncology clinics that pur-
chased drugs from Dr. Ru-
dolph from January 2004 to August 2005 did 
not have any relationship with either Dr. 
Rudolph’s clinic—Family Professional Cen-
ter, PC (FPC)—or Aliquippa Community 
Hospital (ACH), the 340B hospital that func-
tioned as FPC’s parent site under the pro-
gram (The Monitor, January 2006). 
      Rudolph was arraigned on January 17.  
The trial, which will be held in the U.S. Dis-
trict Court for the Western District of Penn-
sylvania in Pittsburgh, PA, is scheduled for 
April 24, The Monitor has learned.  

      The trial had originally been set for 
March 20, but was rescheduled due to a 
scheduling issue with the court. 
      The Monitor has also learned that Office 
of Pharmacy Affairs (OPA) Director Jim 
Mitchell has been issued a subpoena to tes-
tify at the trial. According to Mitchell, both 
he and his staff will make themselves avail-
able at the request of the U.S. Attorney 
prosecuting the case. 

      “If the U.S. Attorney 
wants us there, we will be 
there,” he says. 
 

Rudolph’s Home and  
Office Searched  

 
      The Monitor has learned 
new details about the inves-
tigation that led to Dr. Ru-
dolph’s indictment, as well 

as the arguments that he intends to make dur-
ing the course of his trial. 
      According to court documents submitted 
by Rudolph’s attorney in February, the Fed-
eral Bureau of Investigation (FBI)—in con-
junction with other federal agencies includ-
ing the Food and Drug Administration 
(FDA)—executed a search warrant on Ru-
dolph’s home and office “on or about” Au-
gust 26, 2005.  

COPYRIGHT 2006 BY POWERS, PYLES, SUTTER & VERVILLE, P.C.  ALL RIGHTS RESERVED. This newsletter is protected by 
U.S. Copyright Law. Reproduction, photocopying, storage, transmission or any other sharing with any unauthorized third party of any portion 
of this newsletter by any means (including electronic redistribution) is strictly prohibited, except with the prior written permission of Powers, 
Pyles, Sutter & Verville, P.C. and payment of any applicable licensing fee. Violation of copyright may result in legal action, including civil and/
or criminal penalties and immediate suspension or revocation of subscription services without refund. Those desiring authorization to copy or 
use any portion of this newsletter should contact Jared Bloom at jbloom@drugdiscountmonitor.com or (202) 349-4244 for further details.  

The Inside Source on the Public Health Service 340B Drug Discount Program 

continued on pg. 10 (click here) 

“It was a well-intentioned 
and transparent program. 

This case does not belong in 
the criminal justice system.” 

 
Fred Thieman 

Dr. Rudolph’s Attorney 
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PSSC Senior Director to Leave Post in April 

      The American Pharmacists Associa-
tion (APhA) announced this month that 
Diane Goyette has chosen to leave her 
post as Senior Director of the Pharmacy 
Services Support Center (PSSC) effec-
tive in April. Goyette’s resignation will 
end four years of service to PSSC. 
      Goyette told The Monitor this month 
that she has chosen to step down in or-
der to spend more time with her family, 
but that she will remain a resource to the 
PSSC and APhA staffs as needed. 
      PSSC, which was established by a 
contract between APhA and the Office 
of Pharmacy Affairs (OPA) in 2002, is 
responsible for providing technical as-
sistance to covered entities in the 340B 
program. 
      Goyette, who holds degrees in both 
pharmacy and law, has served as Senior 
Director of PSSC since the program’s 
inception. Her responsibilities have in-
cluded “managing and training the staff, 
establishing an information center,  
growing and managing the 340B phar-
macy technical assistance resource, ana-
lyzing the impact of state and federal 
initiatives on safety net providers, and 
maximizing the effective use of  the 
340B program,” according to APhA. 
      Under Goyette’s leadership, PSSC 
has expanded its staff and resources and 
taken on additional roles such as assist-

ing in the recertification of federal 
grantees in the 340B program. 
      “We have a very strong staff and I 
am proud of what we have accom-
plished,” says Goyette. 
      In a statement released by APhA, 
Executive Vice President and CEO John 
A. Gans said:  “Diane’s expertise and 
background has helped shape quality 
pharmaceutical care for traditionally 
underserved patients.” 

      OPA Director Jim Mitchell also ap-
plauded Goyette for the work she has 
done to support his office and promote 
the 340B program. 
      “Diane did an outstanding job of 
taking over PSSC from the get-go,” says 
Mitchell. “She worked very closely with 
our office and with the providers in the 
program.” 

      Prior to joining PSSC, Goyette di-
rected the federal and state regulatory 
affairs program at the Healthcare Distri-
bution Management Association. She 
has also served as a regulatory counsel 
in the Food and Drug Administration 
(FDA) and as a hospital pharmacist. 
      She holds both a Bachelor’s degree 
in Pharmacy from the University of 
Michigan—she is licensed to practice in 
both Michigan and the District of Co-
lumbia—and a JD from the Washington 
College of Law at American University. 
      The PSSC contract between APhA 
and the U.S. Department of Health and 
Human Services (HHS) was signed in 
October 2002. The $993,332 contract is 
set to expire in October 2007 and 
Mitchell says that it will be recompeted 
before that date. 
      In the meantime, it will be APhA’s 
responsibility to hire a replacement for 
Goyette. OPA is also likely to play a 
role in helping APhA conduct their re-
cruitment efforts. 
      Mitchell says his ideal candidate 
would be an individual who is familiar 
with both the practice of pharmacy and 
various policy issues.  
       “I hope they find someone with a 
vision for how PSSC can grow new 
pharmacy programs,” adds Goyette, 
who will help recruit her replacement. 

PSSC Senior Director Diane Goyette 
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      A new set of proposals to improve 
pricing transparency in the 340B pro-
gram has emerged from the pharmaceu-
tical manufacturer community that could 
result in a centralized 340B pricing list 
and “user fees” for participating entities.    
      At the 340B Coalition Conference 
on Medicare Rx and the Future of Pa-
tient Assistance Programs in Phoenix, 
AZ, 340B stakeholders discussed ways 
to improve 340B pricing oversight and 
ensure that the Office of Pharmacy Af-
fairs (OPA) has access to the resources 
needed to administer the program. 
      During a session on February 27, 
Marcus Farbstein, Government Ac-
counts Manager at Genentech—a bio-
technology company that participates in 
the 340B program—proposed a system 
that would require manufacturers to sub-
mit their 340B price lists to OPA for a 
quarterly review. 
      Currently, manufacturers are not 
required to share this information with 
the government, though OPA has for-
mally requested that they do so as re-
cently as December (The Monitor, Feb-
ruary 2006). 
      According to OPA Director Jim 
Mitchell, more than 130 manufacturers 
have agreed to share its 340B price list 
with OPA so the agency could compare 
this data to their own 340B ceiling price 
calculations. 
      “We are happy that more and more 
companies are agreeing to share their 
price files with our office,” he says. 
      Under Farbstein’s proposal, OPA 
would be required to verify the price 
lists received by participating manufac-
turers and create a “certified” master list 
of pricing for all participating manufac-
turers.  
      According to Farbstein, this would 
ensure that both the government and 
wholesalers could properly monitor 
340B pricing and, more generally, im-
prove the integrity of the program. 
      “It behooves us in the industry to 
find a way to make that happen,” he told 
conference attendees. 

      To help subsidize the additional 
funding that OPA would need to carry 
out such a process—in addition to the 
other pricing verification measures pro-
posed by the HHS Office of Inspector 
General—Farbstein suggested that cov-
ered entities pay a small markup on their 
340B drug purchases. 
      “OPA needs additional resources to 
do just about anything new,” he says, 
including program enforcement, audit-
ing, etc. 
      Farbstein says these markups would 
be sent directly to manufacturers, who 
would then remit those amounts to the 
federal government.  
      The user fee concept is likely to be 
resisted by some in the 340B provider 

community, who believe that it is an 
unfair burden to place on providers. 
      “I’m not sure if it is a good idea to 
impose a fee on health care providers at 
a time when they are struggling to keep 
their pharmacies open,” says Ted Slaf-
sky, Executive Director of the Public 
Hospital Pharmacy Coalition (PHPC). 
      If implemented, Farbstein’s master 
price file proposal would represent a 
major change in the 340B program. 
However, it would not be without prece-
dent in the federal drug pricing arena. 
      The Veterans Administration’s (VA) 
National Acquisition Center (NAC), 
which monitors and administers the na-
tional contracts negotiated between the 
VA and manufacturers, maintains the 
pricing schedule used by participating 
entities to purchase drugs through the 
program. 
      Under this system, VA sends a 
spreadsheet to manufacturers each quar-

ter, which must then be filled out by the 
manufacturer and later verified by the 
government. To help cover the costs 
borne by NAC in administering the pro-
gram, VA requires that entities pay a 
user fee of 0.5% on all purchases, which 
is paid to the manufacturer and later 
forwarded to the government. 
      “The idea of centralized review is no 
different from the VA and its contracts,” 
says Farbstein, adding that this would 
allow OPA to be “self-funded.” 
      Although the Government Account-
ability Office (GAO) has raised ques-
tions in the past as to whether the user 
fee is sufficient to cover program costs, 
Farbstein believes that such a mecha-
nism could benefit the 340B program. 
      Farbstein believes that most manu-
facturers would be open to a VA-type 
system of 340B price reporting “if it 
improves the integrity of the program.” 
      Farbstein’s proposals have also been 
met with great interest by the govern-
ment agencies and contractors that ad-
minister the 340B program.  
      “This is a very interesting option,” 
says Mitchell. “We appreciate that this 
very creative, out-of-the-box recommen-
dation is coming from industry.” 
      However, Mitchell says that legisla-
tive action would be required to allow 
OPA to adopt the user fee model. Ac-
cording to Mitchell, any user fees re-
ceived by his office would automatically 
be used to help pay down the national 
debt unless Congress specifically indi-
cated that it could be used to administer 
the 340B program. 
      Nonetheless, Mitchell intends to 
follow up with industry representatives 
to further discuss the viability of this 
model. 
      340B Prime Vendor Program (PVP) 
Senior Director Chris Hatwig says he 
specifically supports the idea of a master 
price file—he proposed a similar idea 
during a Congressional hearing in De-
cember—though he adds that covered 

340B Stakeholders Discuss a New Approach to Pricing Transparency                                 
Proposal Could Improve Pricing Reliability But May Prove Controversial 

“OPA needs additional 
resources to do just about 

anything new.” 
 

Marcus Farbstein 
Genentech 

continued on pg. 4 (click here) 
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      As the May 15 enrollment deadline 
draws closer, pressure is building on the 
government to find ways to improve the 
administration of the Medicare Part D 
drug benefit.  
      Although some of the kinks appear 
to have been worked out, frustration 
among beneficiaries and pharmacists 
has led Congress to consider changes to 
the program, including an extension of 
the enrollment deadline. 
      Overall, the public’s view of the Part 
D program continues to be mixed.  Ac-
cording to two recent national polls con-
ducted by Gallup and the Wall Street 
Journal, respectively, a significant num-
ber of the 27 million seniors enrolled in 
Part D continue to struggle with the new 
benefit and find it “too complicated and 
confusing.” 
      Criticism has also been leveled by 
pharmacists. Earlier this month, a group 
of retail pharmacists met with presiden-
tial advisor Karl Rove and argued that 
the new benefit could force them to “go 
broke” or be forced to stop participating 
in Medicaid and Medicare. 
      On the other hand, a recent study 
published by America’s Health Insur-
ance Plans (AHIP), an insurance indus-
try trade association, found that the vast 
majority of low-income beneficiaries do 

not report any problems using their new 
coverage, including most of the dual 
eligibles in the program. 
      Meanwhile, some members of Con-
gress have proposed new legislation that 
would change the program. This month, 
the Senate passed an amendment that 
would allow the Secretary of the U.S. 
Department of Health and Human Ser-
vices (HHS) to push back the enrollment 
deadline if he determines that such a 

measure is necessary. 
      The amendment, which has been 
touted as a compromise between De-
mocrats and Republicans, was passed 
moments before a an amendment intro-
duced by Sen. Bill Nelson (D-FL) call-
ing for a Dec. 31 enrollment deadline 
was rejected by a vote of 49-49. 
      The House of Representatives has 
not yet voted on a similar amendment. 
However, the President has stated on a 
number of occasions that his administra-

tion opposes moving the deadline. 
      In a related matter, the Senate also 
passed an amendment this month that 
would allow the federal government to 
negotiate with pharmaceutical compa-
nies for better pricing on Part D 
drugs. Sponsored by Sen. Olympia 
Snowe (R-ME), the amendment was 
included in the Senate’s budget proposal 
for fiscal year 2007. It is unclear 
whether the House will follow suit. 
      On the administrative front, the Cen-
ters for Medicare and Medicaid Services 
(CMS) announced on March 20 that it 
has begun the process of automatically 
enrolling more low-income individuals 
into Part D plans. 
      In particular, this effort will focus on 
two groups: (1) those who have been 
approved for the low income subsidy 
(LIS) but have not yet enrolled in a Part 
D plan and (2) individuals who are en-
rolled in other federal programs such as 
Supplemental Security Income (SSI) 
and Medicare Savings Programs. 
      The agency has issued letters to the 
1.2 million beneficiaries that fall into 
these categories. The letters state that 
these individuals will begin receiving 
coverage on May 1 unless they choose 
to enroll in a different plan. They may 
also choose to decline coverage. 

IN FOCUS 
340B ENTITIES GRAPPLE WITH MEDICARE PART D 

Congress Weighs in on Part D Program 

The Senate has passed 
an amendment that 

would allow Medicare to 
negotiate better pricing 

on Part D drugs. 

OPA Continues to Reform 340B Database 

entities must also be able to verify these 
prices through an independent third 
party to ensure that the certified price 
file is loaded properly by wholesalers. 
      “I support what [Farbstein] has pro-
posed, but I think one step is missing,” 
says Hatwig. “If we want to be transpar-
ent, then we should let the covered enti-
ties see the prices.” 

      According to Farbstein, however, 
implementation of his proposal could 
make the PVP solution unnecessary be-
cause the government would be respon-
sible for verifying the prices of all 
manufacturers before they are offered to 
covered entities. 
      “The fact that OPA would be pro-
viding the price file means that entities 
would not need to do their own work,” 
he says. 

      For the past year, Hatwig and 
Mitchell have encouraged manufacturers 
to share their price files with covered 
entities through a password-protected 
section of the PVP website.  
      So far, both GlaxoSmithKline and 
Novo Nordisk have volunteered to share 
their data in this manner, and Mitchell 
says that several other manufacturers 
have expressed interest in learning more 
about the security of the PVP website. 

back to pg. 3 (click here) 
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      Pharmaceutical manufacturers that 
plan to offer patient assistance programs 
(PAP) to low-income seniors in the 
post-Medicare Part D environment may 
need to develop programs that operate 
“outside of Part D,” according to a sen-
ior official in the U.S. Department of 
Health and Human Services Office of 
Inspector General (OIG). 
      Vicki Robinson, Chief of the OIG’s 
Industry Guidance Branch, told atten-
dees of the 340B Coalition Conference 
in Phoenix, AZ on February 28 that 
pharmaceutical manufacturers will most 
likely need to alter their current PAPs 
for low-income seniors in order to en-
sure that they do not violate fraud and 
abuse laws. 
      In November 2005, OIG issued a 
bulletin laying out the potential for fraud 
and abuse in PAPs in the new Medicare 
environment and outlining a number of 
viable PAP alternatives that manufactur-
ers can pursue to reduce risk. 
      Robinson said that OIG is particu-
larly concerned about manufacturers 
using PAPs to steer Medicare Part D 
beneficiaries in any way towards using a 
particular drug or increasing the cost of 
the program to the federal government. 
      “The Part D program makes more 
items payable by federal healthcare pro-
grams,” she said, adding that OIG’s goal 
is to ensure that “healthcare decisions 
are based on medical best interest” 
rather than on a manufacturer’s interest 
in promoting its own products. 
      For instance, Robinson said a manu-
facturer might want to help beneficiaries 
cover their drug costs in the “donut 
hole” in order to usher Part D enrollees 
through to catastrophic coverage, a 
scheme that Robinson said would result 
in the government covering more drug 
costs through the program. 
      Yet despite these concerns, Robin-
son assured the conference audience that 

there are a number of options available 
to manufacturers interested in continu-
ing their PAPs for low-income seniors 
enrolled in a Part D plan. 
      “Manufacturers do not need to drop 
Part D enrollees from their PAPs, but 
they may need to make administrative 
changes,” she said. 
      One option that she discussed in 
detail is the so-called “outside of Part 
D” model, under which manufacturers 
provide free drugs to Part D enrollees 
entirely apart from Part D. Under this 
model, PAP assistance would not count 
towards an enrollees’ true out-of-pocket 
expenses (TrOOP) and the government 

would not reimburse Part D plans for  
drugs covered by the PAP.  
      Robinson said that acceptable ver-
sions of this model would have to meet 
certain criteria. First, the PAP would 
have to be available to participants 
through the end of the coverage year. 
      Second, the manufacturer would be 
required to notify Part D plans of the 
PAP so that the plans do not pay for the 
drug, count these costs towards TrOOP, 
or seek reimbursement on these drugs 
from the government during catastro-
phic coverage.  
      Finally, PAPs would have to ensure 
that free drug programs are based on a 
“reasonable standard of patient need” 
and not on the level of coverage being 
received by the patient through Part D.  

      Robinson said that this standard can 
be “flexible” and that OIG has not de-
veloped a specific benchmark for this 
purpose. 
      “You can [use this model], if it is 
properly structured,” she said. “We are 
hopeful that more and more PAPs will 
move in this direction.” 
      Meanwhile, it appears that at least 
one manufacturer has embraced the out-
side of Part D model, according to Larry 
Atkins, Executive Director of Public 
Policy and Reimbursement with Scher-
ing-Plough Corporation. 
      Atkins told conference attendees that 
Schering-Plough’s first priority is to 
assist eligible beneficiaries in enrolling 
in Part D plans to ensure that beneficiar-
ies benefit from the program’s compre-
hensive coverage in addition to drug-
specific PAPs. 
      However, Atkins also said that 
Schering-Plough has restructured one of 
its PAPs to allow low-income seniors 
who are not eligible for the Part D “low 
income subsidy” (LIS) to continue re-
ceiving assistance from the company. 
      The program, entitled “SP-Cares,” is 
available to all patients whose incomes 
are below 250% of the Federal Poverty 
Level (FPL)—the threshold was re-
cently increased from 200%.  
      To qualify for the program, patients 
must be rejected or ineligible for LIS. 
Furthermore, they must either be en-
rolled in a Part D plan or demonstrate 
that they cannot afford a plan. 
      Under SP-Cares, Schering-Plough 
offers free drugs to eligible patients as 
soon as their out-of-pocket spending has 
reached 3% of their household income. 
To ensure compliance with fraud and 
abuse laws, Atkins said that this assis-
tance will remain in effect until the end 
of the coverage year. 

March 2006 
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IN FOCUS  
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OIG and Drug Industry Representatives Consider “Outside of Part D” PAPs 

“Manufacturers do not 
need to drop Part D enrol-
lees from their PAPs, but 

they may need to make ad-
ministrative changes.” 

 
                    Vicki Robinson 
                             HHS OIG 
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      The Office of Pharmacy Affairs 
(OPA) and the Pharmacy Services Sup-
port Center (PSSC) have ramped up 
their efforts in recent months to confirm 
whether federal grantees listed in the 
OPA database are actually qualified for 
and utilizing the 340B program.  
      As a result of the “recertification” 
process, hundreds of entities have been 
terminated from the program. While this 
process has not caused a major outcry 
among the affected parties, there are 
some entities that have been utilizing the 
program for years but are now being 
removed from the program, according to 
340B provider representatives. 
      The recertification process, which 
has long been applied to sexually trans-
mitted disease (STD)/tuberculosis (TB) 
clinics and was recently expanded to 
include family planning sites, has been a 
key part of OPA’s effort to improve the 
integrity of the program and its data, 
according to OPA Director Jim 
Mitchell. 
      In June 2004, the U.S. Department 
of Health and Human Services Office of 
Inspector General (OIG) released a re-
port which concluded that inaccuracies 
and omissions in the OPA database 
made it difficult for manufacturers to 
verify whether their customers were 
participating in the program. 
      The report found that 38% of sam-
pled entities were incorrectly listed as 
“participating” in the 340B program and 
that 43 percent of the sample were listed 
under incorrect addresses (The Monitor, 
June 2004). 
      Since that time, OPA and PSSC 
have placed a greater emphasis on the 
recertification process in an effort to 
improve the reliability of the database 
and ensure that non-participants do not 
receive improper discounts. 
      “This is a direct response to our ef-
forts to improve the integrity of our da-
tabase,” says OPA Director Jim 
Mitchell. “This has been a concerted 
effort to clean up the data that we have 
on these grantees.” 
      The results of their efforts are borne 

out by data provided by OPA, which 
indicates that the number of termina-
tions has grown exponentially over the 
last two years. 
      According to the agency’s website, 
OPA terminated a total of 566 records 
from the agency’s database from 1994 - 
2004. However, in 2005 alone, OPA 
removed more than 850 entries from the 
database. Similarly, in the first quarter 
of 2006, OPA terminated 240 entries, 
setting the agency on pace to remove 
approximately 1,000 entries by the end 
of the calendar year. 
      The majority of terminations over 
the last two years have been due to 
“decertification,” meaning that these 
entities are longer receiving the grants 
under which they originally qualified for 
the program. For instance, in the first 
quarter of this year, more than 70% of 
the entries removed from the database 
had been decertified by OPA. 
      The recertification process begins 
with OPA verifying with the appropriate 
federal agencies that the entities in the 
database are still receiving the funding 
that qualifies them for 340B. OPA then 
contacts the grantees themselves to re-
quest manual recertification. 
      The grantees are responsible for re-
porting any changes to the eligibility of 
the affected entities. Once they have 
received this information, OPA termi-
nates the entities that are deemed no 
longer eligible, as well as those which 
do not respond. 
      According to Mitchell, his office is 
required by law to verify the eligibility 
of Centers for Disease Control (CDC) 
and STD/TB grantees. The effort to cer-
tify the family planning grantees is new 
this year, and OPA expects to finish its 
first round of certification for these enti-
ties next month. 
      To date, the response rate to recerti-
fication requests—which can be submit-
ted electronically—has been relatively 
strong for all of these groups, according 
to OPA. In 2005, only 87 entity sites 
failed to respond to their recertification 
request, all of which were terminated 

from the OPA database. 
      The least likely group to respond to 
these requests in 2005 was the family 
planning clinics. This group made up the 
vast majority of non-respondents. 
      Nonetheless, representatives from 
the family planning community say that 
clinics are largely aware of the recertifi-
cation process and that they should not 
be caught off guard by it.   
      Marilyn Keefe, Vice President of 
Public Policy at the National Family 
Planning and Reproductive Health As-
sociation (NFPRHA), says that her or-
ganization has not received any specific 
complaints from its affiliates about re-
certification.  
      “It's my impression that their effort 
is primarily aimed at cleaning up dupli-
cates, address changes, and mergers,” 
says Keefe. 
      However, some in the family plan-
ning community are concerned that the 
larger effort to “clean up” the database 
may lead to the termination of family 
planning clinics that have been utilizing 
the program for years. 
      According to a source familiar with 
the 340B program, a small number of 
entities that purchase family planning 
drugs have been terminated from the 
OPA database based on the scope of the 
grant they receive from the government. 
      This effort has been focused primar-
ily on removing clinics that are eligible 
for the 340B program because of fund-
ing they receive through an STD/TB 
grant but also purchase 340B-priced 
contraceptive drugs. 
      Similarly, OPA has also begun to 
terminate participating family planning 
clinics that have received grants for only 
non-pharmacy services. 
      “These entities will no longer be 
permitted to participate in the program,” 
says Mitchell. 
      In both cases, this could lead to the 
termination of entities that have long 
relied on the 340B program to provide 
affordable pharmaceuticals to their pa-
tients, according to the source. 

OPA and PSSC Step Up 340B Certification Efforts 



 
 

PHS Pricing 
Now Available for 340B Eligible Hospitals 

To order, please contact your Wholesaler 
 

 
Innohep® is a low-molecular weight heparin indicated for 
the treatment of acute symptomatic deep vein thrombosis 

(DVT) with or without pulmonary embolism when adminis-
tered in conjunction with the oral anticoagulant warfarin 

sodium. The safety and effectiveness of Innohep® were es-
tablished in hospitalized patients. 

 
 
 
For additional information, please visit www.innohepusa.com. 
 
 
 
Spinal or epidural hematomas can occur with the associated use of low molecular weight heparins and spinal/epidural anesthesia or spinal 
puncture, which can result in long-term or permanent paralysis. The risk of hematomas is increased by the use of postoperative indwelling 
epidural catheters or by the concomitant use of drugs affecting hemostasis such as NSAIDs, platelet inhibitors, or other anticoagulants. 
Patients should be frequently monitored for signs and symptoms of neurological impairment. If neurological impairment is noted, urgent 
treatment is necessary (see Full Prescribing Information). 
 
 
Patients with active major bleeding, patients with (or a history of) heparin-induced thrombocytopenia, or patients with known sensitivity to heparin, 
tinzaparin sodium injection (or any of its constituents), or pork products should not be treated with Innohep®. Innohep® should be used with ex-
treme caution in conditions with increased risk of hemorrhage. 
 
 
Bleeding is the most common adverse event associated with Innohep®, and can occur in any tissue or organ. The most common adverse events in 
controlled clinical trials with Innohep® were injection site hematomas (16%), abnormal elevations of AST (8.8%) and ALT (13%), urinary tract 
infections (3.7%), pulmonary embolism 
(2.3%), and chest pain (2.3%). Other bleeding events associated with Innohep® at a frequency of ≥1% were epistaxis (1.9%), hemorrhage (1.5%), 
hematuria (1%), and thrombocytopenia (1%). 
 
 
Innohep® cannot be used interchangeably (unit for unit) with heparin or other LMWHs as they differ in manufacturing process, molecular weight 
distribution, anti-Xa and anti-IIa activities, units, and dosage. Each of these medications has its own instructions for use. 
 

 

 

Innohep® is a registered trademark of LEO Pharma. 
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          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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OIG Official Discusses Potential PAP Models in Part D 

      “We are very conscious of avoiding 
any hint of fraud,” he said, adding that 
Part D has created “an unusually large 
amount of risk aversion” among manu-
facturers that operate PAPs.  
      To further provide assistance to low-
income beneficiaries, Atkins said that 
Schering-Plough has also donated 
money to an independent charity dedi-
cated to helping patients with their Part 
D costs.  
      In addition to the outside of Part D 
model, Robinson also mentioned a num-
ber of other PAP alternatives that have 
been addressed by OIG.  
     Perhaps the most complex of these 
options is what has been termed the 
“Coalition model.” According to OIG, 
this model entails a group of manufac-
turers jointly offering low-income Part 
D enrollees “a card or similar vehicle” 
that would allow these patients to access 
discounts or other subsidies. 

      The Wall Street Journal reported last 
month that a number of manufacturers 
have already engaged the Centers for 
Medicare and Medicaid Services (CMS) 
to discuss such a model. 
      According to the Journal, seven 
manufacturers are working together to 
develop BridgeRx, a program that 
would offer discounts of at least 50% on 
drugs purchased by low-income seniors 
while they are in the donut hole. 
      The manufacturers submitted a letter 
to OIG in January detailing their plan 
and are currently waiting to see if their 
model will be approved.  
      OIG stated in its November 2005 
guidance that the legal risk of these pro-
grams would be reduced if they were 
structured so that (1) patients do not 
favor a particular drug product, pro-
vider, supplier, or manufacturer and (2) 
the programs include a large enough 
number of manufacturers and competing 
drugs, so as to ensure that beneficiaries 
do not correlate the subsidy with a par-

ticular drug, and (3) participating manu-
facturers offer subsidies on all their Part 
D-covered drugs. 
      Robinson said that OIG is studying 
this model with a particular eye towards 
determining whether there is a way to 
prevent manufacturers from offering 
inducements to attract more Medicare 
business through their PAP. 
      Meanwhile, this model has also 
raised concerns among patient advocates 
and safety net providers, some of whom 
worry that a discount card may not be as 
effective as traditional free drug PAPs. 
      “We are concerned that the dis-
counts offered through this model may 
not be enough to provide meaningful 
assistance to low-income beneficiaries 
with high drug costs,” says Perry 
Knight, Legal and Regulatory Affairs 
Director for the Public Hospital Phar-
macy Coalition (PHPC). “In many 
cases, a discounted co-pay of $50 will 
put a drug just as out of reach as a retail 
price of $400.” 

back to pg. 5 (click here) 



OPA Continues Effort to Improve 340B Database 
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      The Office of Pharmacy Affairs 
(OPA) has introduced a number of new 
features to its program database that the 
agency hopes will improve the integrity 
of program data and allow manufactur-
ers, providers, and state Medicaid agen-
cies to better monitor changes in the 
program. 
      The release of these new tools 
comes after months of consultations 
with covered entities, manufacturers, 
wholesalers, and other parties interested 
in improving the usefulness of the data-
base, according to OPA Public Health 
Analyst Sharley Chen. 
      “This is the result of feedback from 
the public and from within [the Health 
Resources and Services Administration 
(HRSA)],” she says. “We finally have a 
database that is amenable to providing 
more information. We can give people 
the information they’re looking for.” 
      One set of new tools is specifically 
designed to provide more organized and 
comprehensive data to help people track 
entities that have been removed from the 
program, according to Chen. 
      Specifically, the database has added 
a feature that allows researchers to pro-
duce reports that include the total num-
ber of covered entities that have been 
terminated from the OPA database by 
quarter. (Data for years prior to 2005 is 
available by year.)  

      The database also includes detailed 
information on why these sites were 
terminated. Entities labeled as not par-
ticipating in the program are assigned a 
code that corresponds to one of the 
twelve prescribed reasons why an entity 
would be terminated from the database. 
      These codes are included in the indi-
vidual records of covered entities so that 
providers, manufacturers, and govern-

ment officials can identify the specific 
reason why a particular entity is not rec-
ognized as a covered entity and adjust 
their records accordingly. 
      The database has also added func-
tions to allow researchers to streamline 
their data searches by selecting the spe-
cific information they wish to see re-
ported, rather than having to sift through 
comprehensive “enhanced” reports.  
      This innovation coincides with 
OPA’s decision to phase out its “legacy 

report” option, which includes more 
than 50 data fields.  
      OPA has also made a number of 
reforms to the Medicaid exclusion file, 
which state Medicaid agencies use to 
ensure that states do not seek rebates on 
340B-purchased drugs.  
      The majority of these changes were 
made after OPA convened a Medicaid 
exclusion working group last fall to bet-
ter accommodate the needs of state 
Medicaid agencies. The results of the 
working group led OPA to develop re-
ports that it believes will be of greater 
use to states. 
      For instance, prior to this month, 
Medicaid agencies were unable to deter-
mine whether an entity in the exclusion 
file had Medicaid provider numbers in 
two separate states.  
      To address this issue, OPA has cre-
ated a function that allows Medicaid 
officials to search for Medicaid provider 
numbers by state and identify if certain 
providers have multiple ID numbers. 
      More details on the latest develop-
ments in the database can be found in 
OPA’s online user manual, which is 
updated regularly to reflect new addi-
tions to database functionality.  
      Chen says that OPA continues to 
seek comments from 340B stakeholders 
and encourages users to voice their 
opinions on the OPA website. 

“We finally have a database 
that is amenable to providing 

more information. We can 
give people the information 

they’re looking for.” 
 
Sharley Chen 

Office of Pharmacy Affairs 
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340B Stakeholders Watching Trial Closely 

      In the documents, Rudolph contends 
that during the search an FDA agent 
“notified Dr. Rudolph that ‘You are shut 
down’” and later seized prescription 
drugs with a value in excess of 
$200,000. 
      Rudolph has since filed a motion 
seeking the return of the property that 
was seized during the search, which led 
to his clinic being removed from the 
OPA database less than a month later. 
      In addition to providing details on 
the investigation process, the documents 
also shed light on the legal arguments 
that Rudolph is likely to make during his 
trial next month. 
      Based on the documents, it appears 
that Rudolph intends to prove that he 
was acting in good faith in administer-
ing his 340B program and that OPA did 
not communicate to him that what he 
was doing was illegal. 
      “OPA is well aware of the ACH 
program and its intent to make medica-
tions available to a wide range of pa-
tients,” the documents state. “Both FPC 
and ACH proactively disclosed details 
of its 340B program to OPA on an on-
going basis.” 
      The documents go on to state that 
ACH and FPC “have engaged in an on-
going written dialogue with OPA, have 
taken corrective action where OPA ad-

vised them such action was necessary 
(even where ACH had a reasonable ba-
sis to disagree) and have unsuccessfully 
sought further clarification from OPA” 
on the 340B statute.  
      According to Rudolph’s attorney, he 
did not intend to either break the law or 
operate the program without OPA’s 
consent.  
      “It was a well-intentioned and trans-
parent program,” says Fred Thieman, a 

former U.S. Attorney who will be repre-
senting Dr. Rudolph. “This case doesn’t 
belong in the criminal justice system, 
and we intend to vigorously fight the 
allegations.” 
 

Manufacturers Watching Closely 
 
      Dr. Rudolph’s trial is likely to attract 
a great deal of interest from the entire 
340B community, and especially from 
manufacturers that participate in the 
program. 

      According to sources familiar with 
the concerns of manufacturers in the 
program, these companies will be look-
ing to see how the court addresses 
claims of diversion by a 340B entity. 
      “I do believe that this indictment 
will send a message to the covered enti-
ties that the right to obtain discounted 
drug products for qualifying persons 
comes with the obligation to ensure the 
products are used as the government 
intended,” says Carolyn McElroy, an 
attorney that has worked with manufac-
turers on 340B issues. 
      Meanwhile, some representatives of 
the pharmaceutical industry are hoping 
that this case will encourage the federal 
government to issue more detailed pro-
gram guidelines to prevent future cases 
of diversion. 
      “The real issue is that there needs to 
be improvements in the program so that 
companies can be sure that covered enti-
ties know exactly what the rules are,” 
says Joy Sturm, an attorney in the law 
firm of Hogan & Hartson, LLP in Wash-
ington, DC. “The biggest issue is who is 
a patient of the covered entity and what 
is the covered entity.” 
      Sturm says she hopes that OPA will 
include manufacturers in their efforts to 
update the program’s guidelines on the 
definition of “patient.” Mitchell said 
recently that he expects draft guidelines 
to be released by this summer. 

“There needs to be improve-
ments in the program so that 
companies can be sure that 

covered entities know exactly 
what the rules are.” 

 
Joy Sturm 

Hogan & Hartson, LLP 

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