
 

 

aspects of test performance, which includes the preanalytic, analytic, and 
postanalytic phases of testing; 

 
D6083 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
(e)(2) Ensure that the physical plant and environmental conditions of the laboratory 
are appropriate for the testing performed and 
 
D6084 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
provide a safe environment in which employees are protected from physical, 
chemical, and biological hazards; 
 
Interpretive Guidelines §493.1445(e)(2) 
 
OSHA/EPA issues cannot be cited using these requirements.  If immediate jeopardy 
exists, inform the director immediately.   
 
If you observe or obtain information regarding potential safety violations not applicable 
under CLIA, notify the appropriate State or local authority.  Consult with the Regional 
Office (RO) for notification to other Federal agencies such as the Occupational Safety 
and Health Administration (OSHA) www.osha.gov, Environmental Protection Agency 
(EPA) www.epa.gov, or Nuclear Regulatory Commission (NRC).  The appropriate 
Federal, State or local authority, if warranted, will investigate and, if necessary, conduct 
an on-site visit. 
 
D6085 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(3) Ensure that-- 
 

(e)(3)(i) The test methodologies selected have the capability of providing the 
quality of results required for patient care; 

 
D6086 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 

http://www.osha.gov/
http://www.epa.gov/


 

 

 
(e)(3)(ii) Verification procedures used are adequate to determine the accuracy, 
precision, and other pertinent performance characteristics of the method; and 
 
D6087 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(3)(iii) Laboratory personnel are performing the test methods as required for 
accurate and reliable results; 
 
D6088 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4) Ensure that the laboratory is enrolled in an HHS-approved proficiency testing 
program for the testing performed and that-- 
 
D6089 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4)(i) The proficiency testing samples are tested as required under subpart H of 
this part; 
 
D6090 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4)(ii) The results are returned within the timeframes established by the 
proficiency testing program; 
 
D6091 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4)(iii) All proficiency testing reports received are reviewed by the appropriate 
staff to evaluate the laboratory’s performance and to identify any problems that 
require corrective action; and 
 


