The Honorable Tommy G. Thompson

April 10, 2001

Page 2


April 10, 2001

The Honorable Tommy G. Thompson

Secretary

U.S. Department of Health and Human Services

615F Hubert H. Humphrey Building

200 Independence Avenue, S.W.

Washington, D.C.  20201


Re:
340B Price List

Dear Secretary Thompson:


The undersigned members of the 340B Coalition are writing to express their deep concern with the recent removal of drug pricing information from the web site maintained by the Health Resources and Services Administration (HRSA).  This pricing information was posted last year for the benefit of our members which include community health centers, publicly-funded disproportionate share hospitals, AIDS drug assistance programs, and other safety net providers participating in a drug discount program established under section 340B of the Public Health Service Act.  The 340B program was created by Congress to assist these “covered entities” in stretching their limited federal funds to better serve the pharmaceutical needs of uninsured patients and other vulnerable populations.  The absence of a 340B price list imposes a major barrier to participation in the 340B program.  


Prior to its removal, the price list in question was used by covered entities for two purposes.  First, it allowed eligible entities to compare their existing prices with those available through the 340B program.  Understandably, many eligible entities are reluctant to join the 340B program if they are unable to anticipate how their prices are going to change once they enroll.  Second, the price list gave members a way to verify whether they were actually receiving the discounts required by law.  Overcharges are not uncommon and yet covered entities have no way of detecting when an overcharge has occurred without a price list.  Our members must expend significant resources to obtain such drug pricing information from secondary sources, including wholesalers, consultants, and other purchasers.  Publication of the list on the HRSA web site had helped address this problem but, now that the price list has been removed, the problem is back.  



This problem is exacerbated by a notice issued by HRSA last year requiring 

grantees to conduct an “assessment” of their drug purchasing procedures to ensure that they meet applicable federal cost-effectiveness requirements.  Our members are having great difficulty meeting HRSA’s assessment requirement because they no longer have efficient access to pertinent drug pricing information.  Obtaining this information is critical because grantees that are unable to demonstrate that they have selected the most economical drug purchasing procedures are subject to audit disallowances or grant funding offsets.  Lack of access to this data has actually deterred many 340B-eligible entities from enrolling in the 340B program because they cannot efficiently determine whether or not it is to their advantage financially to participate.  


The absence of a price list has made compliance with HRSA’s assessment requirement just as difficult for 340B-enrolled entities with respect to joining the 340B prime vendor program.  According to HRSA’s notice, grantees are required to perform assessments with respect to joining not only the 340B program, but also the 340B prime vendor program launched by HRSA in 1999.  The prime vendor program, besides offering distribution services through a national wholesaler, is required to offer members lower “preferential” prices on select drugs. The price list recently removed by HRSA omitted the prime vendor’s preferential prices, making it difficult for covered entities to assess the true financial advantages of joining the prime vendor program.  Accordingly, we ask for publication of not only the 340B price list previously listed on HRSA’s web site, but also the prime vendor’s preferential prices for select drugs.


It is important to note that the price list posted by HRSA, and then removed, did not disclose confidential information protected under federal law.  While it is true that disclosure of a manufacturer’s average manufacturer price (AMP) and best price are prohibited under section 1927 of the Social Security Act, publication of the prices on the HRSA web site disclosed neither.  HRSA understands that it is prohibited from publishing AMP and best price data and, for this reason, it chose to publish different data, namely, the prices actually paid by covered entities participating in the 340B prime vendor program.  For many of these covered entities, 340B purchase prices are already public information under state and local sunshine laws.  

A manufacturer’s AMP or best price cannot be ascertained or deduced from publication of the prime vendor’s price list.  AMP and best price are used to calculate the statutory maximum that a manufacturer may charge 340B covered entities, but the law specifically permits sales below the 340B ceiling price and even encourages sub-ceiling negotiations through the prime vendor program.  Hence, prior to removal of the prime vendor price list from HRSA’s web site, there was no way for the public to figure out whether those prices were ceiling or sub-ceiling prices.  And even assuming that they were ceiling prices, the 340B discounting formula has an inflationary calculation and other adjustments that, if applied, make the 340B ceiling price different from both AMP and best price.  At best, the prime vendor price list affords an estimate of the discounts to 

which the covered entities are entitled under section 340B.  

In sum, HRSA’s removal of the prime vendor price list from the HRSA web site not only robs covered entities of the only tool they have for verifying their discounts, it undermines their ability to comply with existing requirements for federal grantees.  It is inherently illogical to require entities that participate in federal drug discount programs to conduct drug pricing assessments if they are denied access to a price list, albeit a price list that only gives an estimate of the true discounts required by law.  We ask your assistance in republishing the prime vendor list on HRSA’s web site so that our members 

can properly utilize the 340B program, as Congress intended, in providing affordable pharmaceutical care to our nation’s poorest and most vulnerable populations.  If you have any questions, please contact William von Oehsen of the Public Hospital Pharmacy Coalition (PHPC) at 202-624-7249 or Freda Mitchem of the National Association of Community Health Centers (NACHC) at 202-659-8008.





Sincerely,





The 340B Coalition






(See below for list of 340B Coalition members)

cc:
Betty James Duke, Health Resources and Services Administration


Thomas Morford, Health Resources and Services Administration

Marilyn H. Gaston, Bureau of Primary Health Care

Jim Mitchell, Office of Pharmacy Affairs

The 340B Coalition











