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VA Agrees To Offer FSS Reporting Exemption on Generic and OTC Drugs
The Department of Veterans Affairs (VA) has agreed to allow pharmaceutical manufacturers to exclude the sale of 340B inpatient generic and over-the-counter (OTC) drugs from their Federal Supply Schedule (FSS) reporting, following a request by the Public Hospital Pharmacy Coalition (PHPC). As a result, manufacturers may now offer 340B discounts on inpatient generic and OTC drugs without affecting the prices that they are required to provide to FSS customers.

This shift in policy comes less than three months after VA agreed to grant a voluntary exemption for brand name inpatient 340B drugs from non-Federal Average Manufacturer Price (non-FAMP) calculations. These two developments, along with a provision in the Medicare Modernization Act (MMA) that extended the Medicaid “best price” exemption to 340B inpatient drugs, have made it less costly for manufacturers to offer 340B discounts on inpatient drugs to disproportionate share hospitals (DSH).
Currently, manufacturers are not required to offer 340B pricing on inpatient drugs, and many had argued in the past that doing so would force them to lower their prices in a number of other markets. According to the new policy, “manufacturers who agree to sell generics and ‘OTC’ products at 340B prices to all 340B DSHs for their inpatient purposes” may exclude these sales from the reporting required by the FSS Commercial Sales Practice Sheets and the Price Reduction Clause.
Much like the non-FAMP exemption, the FSS exemption requires that manufacturers offer 340B pricing to all covered entities, and the exemption does not apply to sales at prices below the 340B ceiling price. In order to acquire the exemption, manufacturers must first contact VA to request a “hold harmless” letter by submitting a written request declaring that they agree to sell generic and/or OTC drugs to all DSH hospitals at the 340B ceiling price.
Whether generic or OTC manufacturers will be able to select which of their drugs will receive the exemption is a question that still must be answered. The “Dear Manufacturer Letter” that explained the non-FAMP exemption specifically stated that manufacturers could only receive an exemption if they agreed to offer 340B pricing on “either all of its commercially marketed inpatient covered drugs or specified covered drug product lines,” in which case it is necessary to extend the pricing to all marketed NDC packages of the line. 
The FSS exemption letter, on the other hand, offers what seems to be a more flexible policy for manufacturers. According to the letter, a manufacturer must declare that it has “committed itself to sell certain ‘OTC’ and/or generic inpatient drugs to all 340B DSHs at 340B ceiling prices” (emphasis added). 
The request for a “hold harmless” letter must contain the same information that is required in requesting a non-FAMP “hold harmless” letter (The Monitor, August 2004). A sample request letter, as well as other related materials, can be found on the PHPC website at www.phpcrx.org/Inpatient_July04.html.      

VA’s National Acquisition Center (NAC) communicated its latest change in policy on September 24 in a letter to PHPC’s William von Oehsen. PHPC had written to VA on August 23 arguing that the agency should not treat generic and OTC drugs differently from brand name drugs with respect to the 340B program. PHPC also suggested that VA release a “Dear Manufacturer Letter” to announce the new policy.
 While VA will not be announcing the policy in a “Dear Manufacturer Letter” or issuing a sample request for a “hold harmless” letter, as they did when announcing the non-FAMP exemption, VA Director of FSS Service Carole O’Brien said that the letter to PHPC was to be distributed at NAC’s October Industry Conference and that PHPC may distribute the letter as well.

To read a copy of the letter, click here.
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