
42 C.F.R. § 493.803
Condition: Successful participation.

(a) Each laboratory performing nonwaived testing must successfully participate in a proficiency testing
program approved by CMS, if applicable, as described in subpart I of this part for each specialty,
subspecialty, and analyte or test in which the laboratory is certified under CLIA.

(b) Except as specified in paragraph (c) of this section, if a laboratory fails to participate successfully in
proficiency testing for a given specialty, subspecialty, analyte or test, as defined in this section, or fails to
take remedial action when an individual fails gynecologic cytology, CMS imposes sanctions, as specified in
subpart R of this part.
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