
42 C.F.R. § 493.1773
Standard: Basic inspection requirements for all laboratories issued a
CLIA certificate and CLIA-exempt laboratories.

(a) A laboratory issued a certificate must permit CMS or a CMS agent to conduct an inspection to assess the
laboratory's compliance with the requirements of this part. A CLIA-exempt laboratory and a laboratory
that requests, or is issued a certificate of accreditation, must permit CMS or a CMS agent to conduct
validation and complaint inspections.

(b) General requirements. As part of the inspection process, CMS or a CMS agent may require the laboratory to
do the following:

(1) Test samples, including proficiency testing samples, or perform procedures.
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