
 

 

and establishing the parameters for acceptable levels of analytic performance and 
ensuring that these levels are maintained throughout the entire testing process from 
the initial receipt of the specimen, through sample analysis and reporting of test 
results; 
 
D6118 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1451 Standard:  Technical supervisor responsibilities 
 
(b)(5) Resolving technical problems and ensuring that remedial actions are taken 
whenever test systems deviate from the laboratory’s established performance 
specifications; 
 
D6119 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1451 Standard:  Technical supervisor responsibilities 
 
(b)(6) Ensuring that patient test results are not reported until all corrective actions 
have been taken and the test system is functioning properly; 
 
D6120 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1451 Standard:  Technical supervisor responsibilities 
 
(b)(7) Identifying training needs and assuring that each individual performing tests 
receives regular in-service training and education appropriate for the type and 
complexity of the laboratory services performed; 
 
Interpretive Guidelines §493.1451(b)(7) 
 
In some instances, in-service training may be specifically related to an instrument or test, 
or may be very general in nature.  The laboratory may establish its own format, content, 
and schedule or provide training on an as-needed basis.  This is acceptable provided the 
laboratory does not have deficiencies related to test performance. 
 
(b)(8) Evaluating the competency of all testing personnel and assuring that the staff 
maintain their competency to perform test procedures and report test results 
promptly, accurately and proficiently.  
 
Interpretive Guidelines §493.1451(b)(8) 
 
All testing personnel must be listed on the CMS Form 209 and must undergo documented 


