
 

 

D6092 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4)(iv) An approved corrective action plan is followed when any proficiency 
testing result is found to be unacceptable or unsatisfactory; 
 
D6093 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(5) Ensure that the quality control and  
 
D6094 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(5)  quality assessment programs are established and maintained to assure the 
quality of laboratory services provided and to identify failures in quality as they 
occur; 
 
D6095 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(6) Ensure the establishment and maintenance of acceptable levels of analytical 
performance for each test system; 
 
D6096 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(7) Ensure that all necessary remedial actions are taken and documented 
whenever significant deviations from the laboratory’s established performance 
characteristics are identified, and  
 
D6097 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 



 

 

§493.1445 Standard; Laboratory director responsibilities 
 
(e)(7) that patient test results are reported only when the system is functioning 
properly; 
 
D6098 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(8) Ensure that reports of test results include pertinent information required for 
interpretation; 
 
D6099 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(9) Ensure that consultation is available to the laboratory’s clients on matters 
relating to the quality of the test results reported and their interpretation 
concerning specific patient conditions; 
 
D6100 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(10) Ensure that a general supervisor provides on-site supervision of high 
complexity test performance by testing personnel qualified under §493.1489(b)(4); 
 
D6101 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(11) Employ a sufficient number of laboratory personnel with the appropriate 
education and either experience or training to provide appropriate consultation, 
properly supervise and accurately perform tests and report test results in 
accordance with the personnel responsibilities described in this subpart; 
 
D6102 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 


