
42 C.F.R. § 493.3
Applicability.

(a) Basic rule. Except as specified in paragraph (b) of this section, a laboratory will be cited as out of compliance
with section 353 of the Public Health Service Act unless it—

(1) Has a current, unrevoked or unsuspended certificate of waiver, registration certificate, certificate of
compliance, certificate for PPM procedures, or certificate of accreditation issued by HHS applicable to the
category of examinations or procedures performed by the laboratory; or
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