
 

 

incubation. 
 
D6181 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1495 Standard; Testing personnel responsibilities 
 
(b)(6) Document all corrective actions taken when test systems deviate from the 
laboratory’s established performance specifications; and 
 
D6182 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1495 Standard; Testing personnel responsibilities 
 
(b)(7) Except as specified in paragraph (c) of this section, if qualified under 
§493.1489(b)(5), perform high complexity testing only under the onsite, direct 
supervision of a general supervisor qualified under §493.1461. 
 
D6183 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1495 Standard; Testing personnel responsibilities 
 
(c) Exception. For individuals qualified under §493.1489(b)(5), who were 
performing high complexity testing on or before January 19, 1993, the requirements 
of paragraph (b)(7) of this section are not effective, provided that all high 
complexity testing performed by the individual in the absence of a general 
supervisor is reviewed within 24 hours by a general supervisor qualified under 
§493.1461. 
 



 

 

Subpart Q--Inspection 
 
D8100 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1771 Condition:  Inspection requirements applicable to All CLIA-
certified and CLIA-exempt laboratories 
 
(a) Each laboratory issued a CLIA certificate must meet the requirements in 
§493.1773 and the specific requirements for its certificate type, as specified in 
§§493.1775 through 493.1780. 
 
(b) All CLIA-exempt laboratories must comply with the inspection requirements in 
§§493.1773 and 493.1780, when applicable. 
 
D8101 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§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. 
 
Interpretive Guidelines §493.1773(a) 
 
If for any reason a facility denies entry to or does not permit you to conduct a survey, the 
following steps should be taken: 
 

• Explain your authority to conduct the survey and the consequences of failure to 
permit a survey;  

 
• If necessary, consult with your supervisor or the RO; and  
 
• For failure to permit entry into or inspection of the laboratory, use D8101. 
 

If the laboratory continues to refuse a survey, refer to Subpart R – Enforcement 
Procedures beginning at §493.1800 and the Adverse Action section of the SOM at 6250.  
 
Conduct complaint surveys on an unannounced basis.   
 
The CLIA application will solicit the laboratory’s hours of operation.  For complaint or 


