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§493.1413 Standard; Technical consultant responsibilities 
 
The technical consultant is responsible for the technical and scientific oversight of 
the laboratory.  
 
Interpretive Guidelines §493.1413  
 
In a specialty in which neither the director nor testing personnel can qualify to provide 
technical consultation, the laboratory may engage the services of a qualified person 
either on a part-time or full-time basis for this service.  Under these circumstances, the 
qualified person is not required to be on the premises full-time or at all times tests are 
being performed in his/her specialty(ies).  However, the technical consultant must be 
available to provide consultation and should spend time in the laboratory sufficient to 
supervise the technical performance of the staff in his/her specialty(ies). 
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§493.1413 Standard; Technical consultant responsibilities 
 
The technical consultant is not required to be onsite at all times testing is 
performed; however, he or she must be available to the laboratory on an as needed 
basis to provide consultation, as specified in paragraph (a) of this section. 
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§493.1413 Standard; Technical consultant responsibilities 
 
(a) The technical consultant must be accessible to the laboratory to provide on-site, 
telephone, or electronic consultation; and  
Interpretive Guidelines §493.1413(a) 
 
Since the testing personnel usually will not have experience and training in all specialties, 
technical consultation is essential in identifying training needs and ensuring that each 
individual performing testing receives regular in-service training and education.  There 
should be documentation, such as a log book or training/discussion reports, to indicate 
the services provided or activities performed by the technical consultant.  These activities 
should correlate with the responsibilities delegated to the technical consultant by the 
laboratory director.  The technical consultant is responsible for evaluating the capabilities 
of the technical personnel and advising the director on proper test performance in the 
specialty. 
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§493.1413 Standard; Technical consultant responsibilities 
(b) The technical consultant is responsible for-- 
 
(b)(1) Selection of test methodology appropriate for the clinical use of the test 
results; 
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§493.1413 Standard; Technical consultant responsibilities 
 
(b)(2) Verification of the test procedures performed and the establishment of the 
laboratory’s test performance characteristics, including the precision and accuracy 
of each test and test system; 
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§493.1413 Standard; Technical consultant responsibilities 
 
(b)(3) Enrollment and participation in an HHS approved proficiency testing 
program commensurate with the services offered; 
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§493.1413 Standard; Technical consultant responsibilities 
 
(b)(4) Establishing a quality control program appropriate for the testing performed 
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; 
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§493.1413 Standard; Technical consultant responsibilities 
 
(b)(5) Resolving technical problems and ensuring that remedial actions are taken 
whenever test systems deviate from the laboratory’s established performance 


