
August 17, 2001

Elizabeth Duke

Acting Administrator

Health Resources and Services Administration

5600 Fishers Lane

Room 14-05

Rockville, Maryland  20857

Re:
340B Prime Vendor Program

Dear Dr. Duke:


The 340B Coalition is writing to request an overhaul of the prime vendor program established by the Health Resources and Services Administration (HRSA) under section 340B of the Public Health Service Act.  For the reasons explained below, the 340B Coalition strongly believes that the current prime vendor program is not meeting the needs of 340B participants and needs fundamental changes in order to be effective.  We ask that HRSA redesign the program consistent with our recommendations below and, if this is not possible under the current prime vendor agreement, terminate the agreement and rebid the entire program.  We also request a meeting with you to discuss these recommendations in more detail.  

Design of the Current Prime Vendor Program Is Flawed

After lengthy consideration, the 340B Coalition has reached the conclusion that growth of the current prime vendor program is permanently stalled because of the way it is designed.  The program has been unsuccessful in attracting a critical mass of covered entities necessary to give the program sufficient volume to negotiate sub-ceiling prices.  Because covered entities are reluctant to change wholesalers in order to join the program, significant sub-ceiling pricing is the only way to encourage enrollment.  However, the prime vendor program suffers from a “chicken-and-egg” problem – it cannot increase enrollment without better pricing and cannot negotiate better pricing without increased enrollment.  

The enrollment problem is especially acute for disproportionate share hospitals which account for more than half of the total volume of drugs purchased through the 340B program.  By failing to design a program that meets the needs of the hospitals, the prime vendor program has missed an enormous opportunity to build volume with which it could negotiate better pricing.  Disproportionate share hospitals funnel their purchases of both inpatient and outpatient drugs through one wholesaler in order to reduce their wholesaler fees (which are volume-dependent).  If a hospital chose to use the 340B prime vendor for its outpatient purchases, its wholesaler fees would climb dramatically for inpatient purchases.  Hence, the prime vendor program is a money loser for 340B hospitals because it forces them to split their business between two wholesalers.

The current design also discourages participation among smaller covered entities.  FQHCs, local health departments and other smaller 340B clinics often lack their own pharmacies.  Although these vital safety net clinics can participate in the 340B program by contracting with retail pharmacies to serve as their dispensing agent, the contract pharmacies often use wholesalers other than the current 340B prime vendor.  These clinics have neither the authority nor leverage to compel their contractors to change wholesalers, thereby making it more difficult for the clinics to participate in the prime vendor program. This problem even discourages 340B eligible entities from enrolling in the 340B program in the first place if they have to rely on a contract pharmacy arrangement to participate. 
Program Needs To Be Redesigned and, if Necessary, Rebid

The prime vendor agreement was awarded in September 1999 and, nearly two years later, it is clear that most of the covered entities are not going to enroll in the prime vendor program as it is currently designed.  The program needs to be redesigned so that more covered entities sign up.  The Coalition’s strong preference is that the program be redesigned under the current agreement between HRSA and the prime vendor.  If this cannot be achieved, the Coalition requests that HRSA terminate the existing agreement and rebid the entire program.  Either way, the following elements must be incorporated into the new prime vendor program in order to be successful.
Element One:  Participation of multiple national wholesalers - Experience has shown that covered entities, especially hospitals, will not join the prime vendor program unless it offers participation through a wholesaler that they are already using and find acceptable.  By opening up the program to multiple wholesalers, participation will likely skyrocket, moving most of the annual $1.7 billion worth of 340B purchases under the control of the prime vendor program without much marketing effort by the prime vendor or the government.  This would solve the “chicken-and-egg” problem.  Moreover, competition among wholesalers should improve wholesaler fees, credit policies and customer service.
Element Two:  Price negotiation by purchasing agent with a track record -  Because drug preferences and formulary priorities vary widely both outside and within the safety net community, price negotiation must be performed by an agent that has experience serving 340B providers, rather than by a wholesaler.  If necessary, a specialized purchaser should be permitted to serve the unique needs of a 340B subgroup such as FQHCs or hemophilia treatment centers.
Element Three:  An effective advisory committee -  As previously requested, the prime vendor program should have an advisory committee of 340B Coalition representatives that can work collaboratively with both the government and the prime vendor with marketing and implementation issues.  The current advisory committee structure, which is limited to enrollees of the prime vendor program, is ineffective in addressing the concerns of nonparticipants.  
Element Four:  Recruitment through customer-responsive marketing rather than government mandate -  The current prime vendor program has relied too heavily on federal government directives, especially those incorporated into the covered entity grant requirements, to build program enrollment.  A better approach is for the prime vendor to engage in aggressive, customer-focused marketing which should both improve the program’s ability to meet customer needs and free up limited government resources to address other programmatic tasks.
The above four recommendations were developed by the 340B Coalition after careful deliberations.  It is essential that all four elements be incorporated into the final program in order to meet the needs of 340B covered entities.

Non-FAMP Policy Must Be Changed


The 340B Coalition will seek the assistance of the Veterans Administration (VA) and, if necessary, Congress to exclude 340B sub-ceiling prices from Non-FAMP calculations. The VA’s current policy of including 340B sub-ceiling prices in its non-FAMP formula discourages manufacturers from discounting their sales to covered entities below 340B ceiling prices.  The 340B Coalition is not aware of any parties, apart from the VA, that oppose exclusion of 340B sub-ceiling prices from non-FAMP, but an aggressive advocacy campaign will need to be launched to achieve this goal.  The 340B Coalition has already begun to undertake this campaign. 
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The 340B Coalition acknowledges the time and effort that HRSA has expended in developing and promoting the prime vendor program.  Valuable lessons have been learned from this experience.  However, the Coalition urges HRSA to adopt the above changes so that the full potential of the prime vendor program can be realized.  Towards this end, the Coalition would appreciate an opportunity to meet with you to discuss its recommendations in more detail.  Please contact the Public Hospital Pharmacy Coalition’s Bill von Oehsen, (202-624-7249) or the National Association of Community Health Center’s Freda Mitchem, (202-659-8008) if you have any questions.  Thank you for your consideration.







Sincerely,







340B Coalition

cc:  
Marilyn Gaston


Tom Morford


Jimmy Mitchell

The 340B Coalition










