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ADVERTISE IN THE MONITOR 

 
 

A SINGLE ADVERTISEMENT IN THE MONITOR OR ON THE MONITOR’S WEBSITE  
ALLOWS YOU TO REACH THOUSANDS OF:     

PHARMACISTS 

DRUG PURCHASERS 

GOVERNMENT AGENCIES  

HOSPITAL ADMINISTRATORS 

HEALTHCARE PROFESSIONALS  

PHARMACEUTICAL MANUFACTURERS 

 
FOR MORE INFORMATION ON OUR RATES, CONTACT SYDNEY BERGMAN AT SBERGMAN@DRUGDISCOUNTMONITOR.COM OR (202) 349‐4244. 

PHPC Calls for HRSA/CMS Working Group on 340B Program 

To properly coordinate efforts between two government 
agencies  overseeing  the  340B  drug  discount  program,  the 
Secretary  of Health  and Human  Services  (HHS) must  act 
immediately to form an interagency working group, accord‐
ing to a coalition of safety‐net hospitals. 

In a May 16 letter to HHS Secre‐
tary Michael Leavitt, the Public Hos‐
pital  Pharmacy  Coalition  (PHPC) 
calls for Secretary Leavitt to assist in 
forming  a  working  group  to  better 
facilitate  communication  between 
the  agencies  overseeing  the  340B 
program. 

Although  the  Health  Resources 
and Services Administration (HRSA) 
directs  the  340B  program,  the  Cen‐
ters  for Medicare and Medicaid Ser‐
vices’  (CMS)  policies  affect  the  pro‐
gram’s operation, PHPC argues. 

“While  the  340B  program  falls 
within the sphere of HRSA responsi‐
bility, 340B administration is inextricably connected to CMS 
operations and,  for  this  reason, cannot be performed prop‐
erly without  regular  communication  and  a  high degree  of 
coordination between the two agencies,” PHPC says. 

PHPC  argues  that  a working group  is needed because 
CMS personnel may be unfamiliar with  the  340B program 
and  HRSA  officials  may  lack  jurisdiction  over Medicaid‐ 

and Medicare‐related elements in the program. 
The May 16  letter cites several areas of overlap be‐

tween the agencies, including using CMS data to deter‐
mine whether a hospital qualifies as a disproportionate 
share hospital and has a high enough Medicaid popula‐

tion  to  be  eligible  for  the  340B 
program. 
The  two  agencies  also  intersect 
in  the calculation of 340B prices, 
as CMS  is primarily  responsible 
for how manufacturers calculate 
their  best  price  and  average 
manufacturer  price,  which  are 
used  to determine  the 340B ceil‐
ing price, and HRSA is responsi‐
ble  for  responding  to  pricing 
questions  and  enforcing  pricing 
requirements relating to the 340B 
program.  (See  December  2005’s 
Monitor.) 
In  a  June  8  response  to  PHPC, 

HRSA Associate Administrator  Joyce  Somsak  said  the 
Secretary  appreciated  the  340B  program’s  importance 
and would take PHPC’s suggestions into consideration. 

A copy of the letter can be found in the recent devel‐
opments of PHPC’s website at www.phpcrx.org. 

 
340B administration  
cannot be performed 

without communication 
and coordination between 

HRSA and CMS. 
 

PUBLIC HOSPITAL  
PHARMACY COALITION 



 
 

PHS Pricing 
Now Available for 340B Eligible Hospitals 

To order, please contact your Wholesaler 
 

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

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

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

 
 
 
For additional information, please visit www.innohepusa.com. 
 
 
 
Spinal or epidural hematomas can occur with the associated use of low molecular weight heparins and spinal/epidural anesthesia or spinal 
puncture, which can result in long-term or permanent paralysis. The risk of hematomas is increased by the use of postoperative indwelling 
epidural catheters or by the concomitant use of drugs affecting hemostasis such as NSAIDs, platelet inhibitors, or other anticoagulants. 
Patients should be frequently monitored for signs and symptoms of neurological impairment. If neurological impairment is noted, urgent 
treatment is necessary (see Full Prescribing Information). 
 
 
Patients with active major bleeding, patients with (or a history of) heparin-induced thrombocytopenia, or patients with known sensitivity to heparin, 
tinzaparin sodium injection (or any of its constituents), or pork products should not be treated with Innohep®. Innohep® should be used with ex-
treme caution in conditions with increased risk of hemorrhage. 
 
 
Bleeding is the most common adverse event associated with Innohep®, and can occur in any tissue or organ. The most common adverse events in 
controlled clinical trials with Innohep® were injection site hematomas (16%), abnormal elevations of AST (8.8%) and ALT (13%), urinary tract 
infections (3.7%), pulmonary embolism 
(2.3%), and chest pain (2.3%). Other bleeding events associated with Innohep® at a frequency of ≥1% were epistaxis (1.9%), hemorrhage (1.5%), 
hematuria (1%), and thrombocytopenia (1%). 
 
 
Innohep® cannot be used interchangeably (unit for unit) with heparin or other LMWHs as they differ in manufacturing process, molecular weight 
distribution, anti-Xa and anti-IIa activities, units, and dosage. Each of these medications has its own instructions for use. 
 
 
 
Innohep® is a registered trademark of LEO Pharma. 
� 2005 Pharmion Corporation. All rights reserved. March 2005 2005050 



   

          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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OPA Funding Request Passes Hurdle, Final Outcome Still Unclear 
On  June  13,  the  House  Appro‐

priations  Committee  approved  the 
Fiscal Year 2007 Labor, Health & Hu‐
man Services, and Education Appro‐
priations  bill  (Labor,  HHS  bill), 
which  includes $2.97 million  for  the 
Office  of  Pharmacy  Affairs  (OPA).  
OPA is the agency within the Health 
Resources  and  Services Administra‐
tion  (HRSA)  that  oversees  the  340B 
program.  The $2.97 million earmark 
represents  the  first  time  that HRSA 
has requested a  line‐item appropria‐
tion from Congress to fund OPA op‐
erations.   While HRSA’s  budget  re‐
quest  has  cleared  a  key  hurdle,  its 
final outcome remains unclear. 

HRSA’s  budget  request  seeks  to 
implement systems that would allow 
OPA  to  improve  how  it  monitors 
340B  prices,  including  developing  a 
methodology  and  publishing  a  pol‐
icy on how ceiling prices for the 340B 
program  are  to  be  calculated,  and 

implementing  a  checks‐and‐balance 
system  to  ensure manufacturers  are 
providing  proper  discounts  to  cov‐
ered entities. 

OPA would also  like  to establish 
a  Web‐based  program  that  would 
allow  covered  entities  to  input  indi‐
vidual  sales  prices  and  compare 
those prices with aggregated pricing 
data  in  order  to  estimate  whether 
they were being  charged  the  correct 
340B prices. 

OPA Director  Jim Mitchell stated 
that  he  was  very  pleased  that  the 
House  Appropriations  Committee 
“has seen fit to agree with the Presi‐
dent and his proposal  to  fund  these 
programs.” 

The  FY2007  Labor,  HHS  bill  is 
still  a  long  way  from  reaching  the 
President’s desk, so there is no guar‐
antee  that  the  OPA  proposed  ear‐
mark  will  remain  in  the  final  bill.  
The legislation must be approved by 

the  full  House  of  Representatives, 
and House  leadership  is still consid‐
ering when  the Labor, HHS bill will 
go to a vote.   In addition, the Senate 
has yet to consider  its version of the 
bill.  Once a final version of the bill is 
approved  by  both  the  House  and 
Senate, it will go to the President for 
his approval and signature. 

The bill approved by  the House 
Appropriations  Committee  consists 
of an overall  funding  level of $141.9 
billion, which  represents a  slight  in‐
crease  above  FY2006  appropriated 
levels. 

Highlights  of  the  bill  include 
funding  increases  for  rural  health 
programs,  community  health  cen‐
ters, the Centers for Disease Control, 
and  the Ryan White AIDS program, 
among  others.    It  also  seeks  addi‐
tional funding to expand the number 
of  community  health  centers  across 
the country. 







 

This event is hosted by the 340B Coalition, a group of 11 national associations that represent the thousands 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 providers, 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 environ-
ment. 

You will hear from key officials from Federal and State government who administer the 340B, Medicaid drug rebate, and 
Medicare Part D programs. The Office of Pharmacy Affairs and other experts on the 340B program 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 on 340B programs 
• 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 possible 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. 

Special Discounts Available for Monitor Subscribers  
 
 
 

July 17-19, 2006 
Omni Shoreham Hotel 

 

More information on this conference can be found at: 

WWW.340BCOALITION.ORG 



 
 
 

A monthly newsletter with e-mail alerts of breaking news 
 

Subscribe online at www.drugdiscountmonitor.com 
or 

Mail or fax subscription card to: 
 

The Monitor 
1875 Eye Street NW, Twelfth Floor 

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

 
For questions concerning the Monitor, contact Sydney Bergman at sbergman@drugdiscountmonitor.com or 202-349-4244. 
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