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Dear Administrator Wakefield:

As Members of the House Committee on Energy and Commerce with specific interest in
the 340B Drug Pricing Program, we are writing regarding an issue that has created confusion and
uncertainty for pharmaceutical manufacturers as well as 340B safety net providers, pharmacies,
and beneficiaries alike. The outdated definition of a 340B patient has contributed to growing
concerns with the integrity of the 340B program.

In its September 2011 report, the Government Accountability Office (GAO) found that
“HRSA’s oversight of the 340B program is inadequate to provide reasonable assurance that
covered entities and drug manufacturers are in compliance with program requirements.” As
such, GAO issued several recommendations to the Health Resources and Services
Administration for consideration that would strengthen oversight of the program, including a
“new, more specific guidance on the definition of a 340B patient.”

As you know, the existing definition of a patient was issued in 1996. Since that time, the
340B program has nearly tripled in size. While the program has grown dramatically, oversight
of the program has been mostly dependent on a self-policing model with little guidance from
HRSA on the program’s intent. In its report, GAO also noted: “guidance on program
requirements often lacks the necessary level of specificity to provide clear direction, making
participants’ ability to self-police difficult and raising concerns that the guidance may be
interpreted in ways inconsistent with the agency’s intent.”

There is growing Congressional interest with the future of the 340B program and its
merits in serving the nation’s poor and most vulnerable Americans who need access to affordable
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prescription drugs. Information received to date from various stakeholders reflects a program
that has diverted from its original intent.

The 340B program, as established in the Public Health Service Act (PHSA), was
intended to serve individuals who are “medically uninsured, on marginal incomes, and have no
other source to turn to for preventive and primary care services.”!"! Therefore, we believe the
definition of a patient must not only be clear in its direction but protective of the beneficiaries we
hope the program will serve in the future. As such, we request that HRSA consider and issue an
updated definition of a patient that ensures the program’s eligibility is for those truly in need and
curbs any misuse of the program.

If you have any questions regarding this request, please contact Heidi Stirrup with
Chairman Pitts at (202) 225-2927 or Courtney Austin with Representative Cassidy at (202) 225-
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