
42 C.F.R. § 488.61
Special procedures for approval and re-approval of organ
transplant programs.

For the purposes of this subpart, the survey, certification, and enforcement procedures described at 42 CFR part
488, subpart A apply to transplant programs, including the periodic review of compliance and approval described
at § 488.20.

(a) Initial approval procedures for transplant programs that are not Medicare-approved as of June 28, 2007. A
transplant program, including a kidney transplant program, may submit a request to CMS for Medicare
approval at any time.

(1) The request, signed by a person authorized to represent the center (for example, a chief executive officer),
must include:

(i) The hospital's Medicare provider I.D. number;

(ii) Name(s) of the designated primary transplant surgeon and primary transplant physician; and,

(iii) A statement from the OPTN that the center has complied with all data submission requirements.

(2) To determine compliance with the clinical experience and outcome requirements at §§ 482.80(b) and
482.80(c), CMS will review the data contained in the most recent OPTN Data Report and 1-year patient and
graft survival data contained in the most recent Scientific Registry of Transplant Recipient (SRTR) program-
specific report.

(3) If CMS determines that a transplant center has not met the data submission, clinical experience, or outcome
requirements, CMS may deny the request for approval or may review the center's compliance with the
conditions of participation at §§ 482.72 through 482.76 and §§ 482.90 through 482.104 of this chapter, using
the procedures described at 42 CFR part 488, subpart A, to determine whether the center's request will be
approved. CMS will notify the transplant center in writing whether it is approved and, if approved, of the
effective date of its approval.

(4) CMS will consider mitigating factors in accordance with paragraphs (f), (g), and (h) of this section.

(5) If CMS determines that a transplant program has met the data submission, clinical experience, and outcome
requirements, CMS will review the program's compliance with the conditions of participation contained at §§
482.72 through 482.76 and §§ 482.90 through 482.104 of this chapter using the procedures described in
subpart A of this part. If the transplant program is found to be in compliance with all the conditions of
participation at §§ 482.72 through 482.104 of this chapter, CMS will notify the transplant program in writing of
the effective date of its Medicare-approval. CMS will notify the transplant program in writing if it is not
Medicare-approved.
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(6) A kidney transplant center may submit a request for initial approval after performing at least 3 transplants
over a 12-month period.

(b) Initial approval procedures for transplant centers, including kidney transplant centers, that are Medicare
approved as of June 28, 2007. (1) A transplant center that wants to continue to be Medicare approved must be
in compliance with the conditions of participation at §§ 482.72 through 482.104 as of June 28, 2007 and
submit a request to CMS for Medicare approval under the conditions of participation no later than
December 26, 2007, using the process described in paragraph (a)(1) of the section.

(2) CMS will determine whether to approve the transplant center, using the procedures described in paragraphs
(a)(2) through (a)(5) of this section. Until CMS makes a determination whether to approve the transplant
center under the conditions of participation at §§ 482.72 through 482.104, the transplant center will continue
to be Medicare approved under the end stage renal disease (ESRD) conditions for coverage (CfCs) in part 405,
subpart U of this chapter for kidney transplant centers or the pertinent national coverage decisions (NCDs) for
extra-renal organ transplant centers, as applicable, and the transplant center will continue to be reimbursed
for services provided to Medicare beneficiaries.
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