
 

 

 
(e)(3)(ii) Verification procedures used are adequate to determine the accuracy, 
precision, and other pertinent performance characteristics of the method; and 
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§493.1445 Standard; Laboratory director responsibilities 
 
(e)(3)(iii) Laboratory personnel are performing the test methods as required for 
accurate and reliable results; 
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§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-- 
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§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4)(i) The proficiency testing samples are tested as required under subpart H of 
this part; 
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§493.1445 Standard; Laboratory director responsibilities 
 
(e)(4)(ii) The results are returned within the timeframes established by the 
proficiency testing program; 
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§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 
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§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; 
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§493.1445 Standard; Laboratory director responsibilities 
 
(e)(5) Ensure that the quality control and  
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§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; 
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§493.1445 Standard; Laboratory director responsibilities 
 
(e)(6) Ensure the establishment and maintenance of acceptable levels of analytical 
performance for each test system; 
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§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  
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