
 

 

medicine licensed to practice medicine, osteopathy, or podiatry in the State in 
which the laboratory is located; and 

 
(q)(2)(ii) Have at least one year of laboratory training or experience, or both, 
in high complexity testing for the specialty of immunohematology. 

 
Note: The technical supervisor requirements for “laboratory training or experience, 
or both’’ in each specialty or subspecialty may be acquired concurrently in more 
than one of the specialties or subspecialties of service. For example, an individual, 
who has a doctoral degree in chemistry and additionally has documentation of 1 
year of laboratory experience working concurrently in high complexity testing in 
the specialties of microbiology and chemistry and 6 months of that work experience 
included high complexity testing in bacteriology, mycology, and mycobacteriology, 
would qualify as the technical supervisor for the specialty of chemistry and the 
subspecialties of bacteriology, mycology, and mycobacteriology. 
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§493.1451 Standard:  Technical supervisor responsibilities 
 
The technical supervisor is responsible for the technical and scientific oversight of 
the laboratory. The technical supervisor is not required to be on site at all times 
testing is performed; however, he or she must be available to the laboratory on an as 
needed basis to provide supervision as specified in (a) of this section. 
 
Interpretive Guidelines §493.1451 
 
In a specialty in which neither the director nor the general supervisor can qualify to 
provide technical supervision, the laboratory may engage the services of a qualified 
person either on a part-time or full-time basis for this service. The technical supervisor 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 supervisor must be available to provide 
consultation and is required to spend an amount of time in the laboratory sufficient to 
supervise the technical performance of the staff in his/her specialty(ies).  There should be 
documentation, such as a log book or notes from training which indicate the technical 
supervisor performs his/her assigned duties.  The technical supervisor is responsible for 
evaluating the capabilities of the testing personnel and the general supervisor’s testing 
performance. 
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§493.1451 Standard:  Technical supervisor responsibilities 
 
(a) The technical supervisor must be accessible to the laboratory to provide on-site, 



 

 

telephone, or electronic consultation; and 
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§493.1451 Standard:  Technical supervisor responsibilities 
 
(b) The technical supervisor is responsible for-- 
 
(b)(1) Selection of the test methodology that is appropriate for the clinical use of the 
test results; 
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§493.1451 Standard:  Technical supervisor responsibilities 
 
(b)(2) Verification of the test procedures performed and establishment of the 
laboratory’s test performance characteristics, including the precision and accuracy 
of each test and test system; 
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§493.1451 Standard:  Technical supervisor responsibilities 
 
(b)(3) Enrollment and participation in an HHS approved proficiency testing 
program commensurate with the services offered; 
 
Interpretive Guidelines §493.1451(b)(3) 
 
Any laboratory testing patient specimens for the Human Papillomavirus (HPV) must 
enroll and successfully participate in a CMS-approved proficiency testing program for 
HPV beginning in 2008.  Laboratories should refer to Subpart H for further information.  
The laboratory’s CLIA certificate must include the subspecialty of Virology.  The 
laboratory must also be in compliance with all the CLIA regulations governing the 
preanalytic, analytic, and postanalytic phases of testing including proficiency testing and 
personnel requirements. 
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§493.1451 Standard:  Technical supervisor responsibilities 
 
(b)(4) Establishing a quality control program appropriate for the testing performed 


