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Memorandum Summary

o Pancreas Transplant Centers - An adult or pediatric pancreas transplant center may be
Medicare approved, with no independent survey activity, if the program operates as a
component of a Medicare approved kidney transplant center.

o Intestine Transplant Centers - An adult or pediatric intestine transplant center may be
Medicare approved, with no independent survey activity, if the program operates as a
component of a Medicare approved liver transplant center.

o Pancreas and intestine transplant patients will be incorporated into the kidney and
liver program survey reviews. Noncompliance with the care or services to pancreas or
intestine transplant patients will result in noncompliance by the associated kidney or liver
programs, respectively.

Background

The Centers for Medicare & Medicaid Services (CMS) regulations as outlined under 42 CFR
§482.70 Definitions, defines a pancreas transplant center as a Medicare-approved kidney
transplant center that performs pancreas transplants alone or subsequent to a kidney
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transplant as well as kidney-pancreas transplants. Section 482.70 Definitions, also defines an
intestine transplant center as a Medicare-approved liver transplant center that performs
intestine transplants, combined liver-intestine transplants, or multivisceral transplants.

Discussion

While CMS has historically surveyed and approved pancreas and intestine (pediatric or adult)
transplant centers as independent entities, the State Operations Manual is being updated to
revise this process. Pancreas and Intestine transplant programs must continue to apply for
initial Medicare approval. This approval will be contingent upon Medicare approval for the
associated kidney or liver transplant center within which they operate. Pancreas and intestine
transplant centers are not automatically approved simply because they operate as a
component of an approved kidney or liver program. However, if the program is operating as
a component of an already Medicare approved kidney or liver transplant program, which is in
compliance with the Conditions of Participation (CoPs) (42 CFR §§482.72-482.104), no on-
site survey activity will be required for approval. No review of the outcome performance
measures at §482.80 will be required before approval for either center type. However, any
intestine transplant program applying for Medicare approval must be in compliance with the
clinical experience requirements at §482.80 before initial approval may be granted, and
remain in compliance and at the time of each re-approval of the associated liver transplant
center. Upon approval by the CMS Regional Office, the pancreas or intestine transplant
center will be listed as an approved program.

While no separate surveys will be conducted for pancreas and intestine transplant centers,
during the survey of the associated kidney or liver center, pancreas or intestine transplant
patients will be included in the kidney or liver center patient samples. Care and services to
the patients being served by the pancreas and intestine centers must also meet the
requirements of the CoPs. Non- compliance in a pancreas or intestine center will result in a
non-compliance in the associated kidney or liver program. In the event that Medicare
approval for the associated kidney or liver center is either voluntarily or involuntarily
terminated, the Medicare approval for the associated pancreas or intestine center will also be
terminated.

Contact: For questions or concerns, please contact SCG_Transplantteam(@cms.hhs.gov

Effective Date: Immediately. This policy should be communicated with all survey and
certification staff, their managers and the State/Regional Office training coordinators within
30 days of this memorandum.

/s/
Karen Tritz
Acting Director

cc: Survey and Certification Regional Office Management
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