
42 C.F.R. § 493.551
General requirements for laboratories.

(a) Applicability. CMS may deem a laboratory to meet all applicable CLIA program requirements through
accreditation by a private nonprofit accreditation program (that is, grant deemed status), or may exempt
from CLIA program requirements all State licensed or approved laboratories in a State that has a State
licensure program established by law, if the following conditions are met:

(1) The requirements of the accreditation organization or State licensure program are equal to, or more
stringent than, the CLIA condition-level requirements specified in this part, and the laboratory would meet the
condition-level requirements if it were inspected against these requirements.
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