
 

 

 
1 Manufacturer Audit Guidelines and Dispute Resolution Process, 61 Fed. Reg. 65,406 (Dec. 12, 1996).  Though HRSA 
generally does not have the authority to create rules through Federal Register notices, the 340B statute gives HRSA 
the authority to establish manufacturer audit procedures.  See 42 U.S.C. § 256b(a)(5)(C). 
2 State Medicaid agencies are obligated to identify and remove 340B utilization from managed Medication drug 
utilization data.  See Social Security Act §§ 1903(m)(2)(A)(xiii), 1927(j)(1); 42 C.F.R. § 438.3(s)(3).  Federal law does 



 

 
not place the burden on any party to protect drug manufacturers from the rebates that they negotiate with Medicare 
Part D plans and private payers.  Those rebates have been described as “kickbacks.”  See Executive Order on Lowering 
Price for Patients by Eliminating Kickbacks to Middlemen (July 24, 2020), at 
https://www.whitehouse.gov/presidential-actions/executive-order-lowering-prices-patients-eliminating-kickbacks-
middlemen/. 
3  Any covered entity that does submit the requested data should investigate whether Second Sight Solutions’ 
deidentification processes are effective and sufficiently protect the covered entity. 
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