
42 C.F.R. § 493.575
Removal of deeming authority or CLIA exemption and final
determination review.

(a) CMS review. CMS conducts a review of the following:

(1) A deeming authority review of an accreditation organization's program if the comparability or validation
review produces findings, as described at § 493.573. CMS reviews, as appropriate, the criteria described in §§
493.555 and 493.557(a) to reevaluate whether the accreditation organization continues to meet all these
criteria.

(2) An exemption review of a State's licensure program if the comparability or validation review produces
findings, as described at § 493.573. CMS reviews, as appropriate, the criteria described in §§ 493.555 and
493.557(b) to reevaluate whether the licensure program continues to meet all these criteria.

(3) A review of an accreditation organization or State licensure program, at CMS's discretion, if validation
review findings, irrespective of the rate of disparity, indicate widespread or systematic problems in the
organization's accreditation or State's licensure process that provide evidence that the requirements, taken as
a whole, are no longer equivalent to CLIA requirements, taken as a whole.

(4) A review of the accreditation organization or State licensure program whenever validation inspection
results indicate a rate of disparity of 20 percent or more between the findings of the organization or State and
those of CMS or a CMS agent for the following periods:
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