
April 21, 2003

Elizabeth Duke, Ph.D.







VIA FACSIMILE

Administrator










Health Resources and Services Administration

5600 Fishers Lane

Room 14-05

Rockville, Maryland  20857


Re: 
Inspector General Report on 340B Overcharges
Dear Dr. Duke:


We are writing in connection with the Inspector General’s recent audit report, Pharmaceutical Manufacturers Overcharged 340B-Covered Entities.
  The 340B Coalition thanks HRSA for its participation in the overcharge study and strongly supports HRSA’s recommendations and corrective actions set forth in the report.


As you know, the Coalition represents thousands of safety net providers that participate in the drug discount program established under section 340B of the Public Health Service Act.  The 340B program assists these “covered entities” in stretching their limited federal dollars to meet the increasing pharmaceutical needs of uninsured patients and other underserved populations.  


From the very inception of the 340B program, covered entities have lacked an effective means by which to verify that they are receiving the discounts required under the 340B program.  The Pharmacy Affairs Branch, formerly the Office of Pharmacy Affairs, tried to address this problem by asking the 340B prime vendor to post the 340B ceiling prices each quarter on the OPA web site and by offering to research whether a given price complies with the law (subject to a limit of ten prices per request.)  Unfortunately, the posting of 340B prices on the OPA web site was discontinued and reduced staffing at OPA has made it difficult for OPA to continue verifying prices, even on a limited basis.  Accordingly, covered entities have virtually no way of determining whether they have been overcharged, let alone have a meaningful way to recover their overpayments. 

In the meantime, covered entities have long suspected that they have been overcharged.  They are frequently quoted different prices, depending on their wholesaler, and it is not unusual 
to find better prices in the private market (which should only occur in limited circumstances).  With the publication of the Inspector General’s report, their suspicions have been confirmed.   

When manufacturers overcharge covered entities, not only does the ability of covered entities to provide services diminish, but federal and state taxpayers suffer as well. For example, the Medicaid program is indirectly affected when covered entities are overcharged because, if covered entities dispense drugs purchased through the 340B program to Medicaid recipients, they must bill Medicaid at their acquisition cost.  So if a covered entity overpays, the Medicaid program does as well.  Overcharged drugs also consume both scarce federal grant dollars for federally-funded 340B clinics and shrinking state and local subsidies for 340B health departments and public hospitals.  The ripple effects of undetected 340B overcharges are therefore substantial. 

To avoid these problems, the 340B Coalition offers the following recommendations.  First, the Coalition urges HRSA to implement as soon as possible its workplan for recovering the overcharges as described in the Inspector General’s report.   Second, the 340B price list should be made available to all covered entities by restoring the price list to the OPA web site subject to password protection.  Third, OPA’s price verification activities should be expanded to include not only investigation of suspicious prices reported by covered entities, but also regular “spot checking” of 340B prices charged by manufacturers.  Finally, we recommend that HRSA consult with the Inspector General, the Centers for Medicare and Medicaid, and OPA to develop a broader strategy for uncovering overcharges in the future.  With respect to this last suggestion, we note that a previous Inspector General report focusing on underpayment of Medicaid rebates, identified pricing violations for certain drugs in 1998 that were not included in the 340B report.
  The Coalition requests that HRSA apply its recovery workplan to these drugs as well.  

The 340B Coalition stands ready to assist HRSA in improving the integrity of the 340B program, including administration of the discounted pricing requirements. Please do not hesitate to contact Bill von Oehsen or Ted Slafsky at 202-466-6550.







Sincerely,







The 340B Coalition
cc:  
Samuel Shekar


Jim Mitchell
The 340B Coalition
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