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The following is a breaking news update courtesy of the Federal Drug Discount and Compliance Monitor, the inside source on the Public Health Service 340B Drug Discount Program. For information on subscribing to The Monitor, visit www.drugdiscountmonitor.com: 

Schering-Plough Settlement Includes Reimbursements for 340B Entities

Schering-Plough has agreed to pay $345 million to settle various claims including allegations that the drug company engaged in a kickback scheme in exchange for preferred treatment of Claritin and that it offered concessions to two HMOs from 1998-2002 in order to avoid lowering the Medicaid best price of Claritin. In accordance with the settlement, at least $10.6 million will go to 340B entities affected by the best price violation.

The settlement states that Schering-Plough will pay a $52.5 million fine for violating the Anti-Kickback Act, as well as more than $292 million to cover losses incurred by the Medicaid program and 340B providers resulting from the alleged “best price” violation. Schering-Plough has also agreed to enter into a five-year Corporate Integrity Agreement with the HHS Office of Inspector General (OIG) in an effort to correct its price reporting practices.

The suit, filed by three former Schering-Plough employees under the private whistleblower provision in the False Claims Act, alleged that Schering-Plough had offered a “$10 million per year package of added value” to an employee benefits company in order to encourage the company to keep Claritin on their formulary despite the fact that the drug cost far more than any of its competitors. 

The United States also claimed that Schering-Plough offered a similar package to a managed care company that included an arrangement whereby Schering-Plough paid for a portion of the company’s respiratory drug costs. The company also allegedly received deep discounts on other Schering-Plough products and “payment and services for Internet development.”

Based upon alleged “best price” violations, the settlement calls for Schering-Plough to review and audit their calculations in order to determine the correct 340B prices over the 4-year period and any additional amounts owed to covered entities. If the calculations result in a total amount of reimbursement that is greater than $10.6 million, then Schering-Plough must cover the difference. 

Once the auditing process is complete, Schering-Plough must issue a check to all affected 340B entities within 30 days after all of the following have taken place: 1) the agreement is executed by both parties, 2) a stipulation for dismissal is filed, and 3) the court accepts Schering-Plough’s guilty plea in connection with their violation of the Anti-Kickback Act.

-- -- -- -- -- -- 

For more information, including a copy of the settlement and the DOJ press release, click here:
http://www.usdoj.gov/usao/pae/News/Pr/2004/jul/jul04.html 
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