



VIA HAND DELIVERY

August 10, 2001

U.S. Department of Health and Human Services

Office of Inspector General

Room 5527A

Cohen Building

330 Independence Avenue, S.W.

Washington, DC  20201

Attention:  OIG-8-GPG

Dear Madam or Sir:


The 340B Coalition hereby submits comments to the notice issued by the Office of the Inspector General (OIG) on June 11, 2001 regarding the development of compliance program guidance for the pharmaceutical industry.  Our members are safety net providers – including government owned or supported disproportionate share hospitals, community health centers, AIDS Drug Assistance Programs (ADAPs), Ryan White grantees and other providers funded by the U.S. Department of Health and Human Services– that collectively participate in a federal drug discount program established under section 340B of the Public Health Service Act.  The 340B program was created by Congress to assist these providers and programs in stretching their limited federal funding further in paying for pharmaceuticals, not only by placing a ceiling on a manufacturer’s prices but also by encouraging covered entities to negotiate deeper discounts below the 340B ceiling price.  A summary of the 340B program is enclosed. 


While the 340B discount program has been invaluable in helping providers improve access to pharmaceutical care to low-income and vulnerable populations, there are many obstacles related to the disclosure of pricing and how prices are calculated which impose a major barrier to participation in the program and undermine the ability of providers and manufacturers to comply with program.  The 340B Coalition requests that the OIG develop compliance policy guides with respect to the following 340B compliance issues:

· publication of 340B prices consistent with federal requirements so covered entities can determine what prices they are entitled to under the 340B statute;

· development of a price verification system by which covered entities can submit prices to find out whether they comply with the 340B discount requirements;

· specific guidance on how manufacturers should determine “best price” and “average manufacturer price” for purposes of calculating 340B ceiling prices;

· exclusion of 340B subceiling prices from a manufacturer’s calculation of the “non-federal average manufacturer price” for purposes of calculating discounts for the VA, DoD, PHS and Coast Guard; and

· specific guidance on when manufacturers must submit their quarterly updates on 340B prices and for what products

We have enclosed copies of recent letters to Secretary Thompson and VA Secretary Principi which provide more details on these issues.  If you have any questions, please contact William von Oehsen or Ted Slafsky of the Public Hospital Pharmacy Coalition at 202-347-0066.  Our mailing address is:  1001 Pennsylvania Avenue, NW, Suite 600, Washington, DC  20004.

Sincerely,

The 340B Coalition

Enclosures

Letter to Secretary Thompson
Letter to Secretaries Thompson and Principi
::ODMA\PCDOCS\WSH\231377\1
The 340B Coalition










