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Subject: Transplantation of organs, tissues, etc. Excerpt: . . . confidential review process focuses on corrective
action rather than punishment and is aimed at continuous quality and performance improvement. On its own,
the OPTN can impose certain sanctions against noncompliant transplant programs, such as issuing a letter of
warning or placing a program on probation. The OPTN can also request that the Secretary of Health and
Human Services impose stronger enforcement actions, including terminating a programs ability to receive
organs or reimbursement under Medicare. The OPTN contract with HRSA includes several requirements related
to HRSAs Oversight of the the oversight of transplant programs. For example, the contract requires OPTN the
OPTN to conduct on-site reviews of heart, liver, and lung transplant programs at least once every 3 years and
to perform ongoing analyses of 18 organ allocations. The OPTN is also required to submit monthly reports to
HRSA describing transplant program-specific instances of noncompliance with OPTN policies and the status of
corrective action plans. To ensure that the OPTN is fulfilling its responsibilities to monitor transplant programs
compliance, HRSA o?icials participate as ex o?icio nonvoting members on the OPTNs Board of Directors and
committees, including the MPSC. According to HRSA o?icials, the agencys presence on OPTN committees helps
ensure that the committees recommendations are consistent with federal laws and regulations. In addition,
HRSA o?icials said that they and OPTN o?icials communicate regularly about all aspects of the OPTNs
performance, including monitoring transplant program compliance. CMS is responsible for overseeing organ
transplant programs that receive CMSs Role and Medicare reimbursement for transplant services. At the time
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