
 

 

§493.1419 Standard; Clinical consultant responsibilities 
 
(b) Be available to assist the laboratory’s clients in ensuring that appropriate tests 
are ordered to meet the clinical expectations; 
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§493.1419 Standard; Clinical consultant responsibilities 
 
(c) Ensure that reports of test results include pertinent information required for 
specific patient interpretation; and 
 
Probes §493.1419(c) 
 
Has the clinical consultant reviewed the reports to ensure that test results include patient 
information required for specific patient interpretations? 
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§493.1419 Standard; Clinical consultant responsibilities 
 
(d) Ensure that consultation is available and communicated to the laboratory’s 
clients on matters related to the quality of the test results reported and their 
interpretation concerning specific patient conditions. 
 
D6063 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1421 Condition:  Laboratories performing moderate complexity 
testing; testing personnel 
 
The laboratory must have a sufficient number of individuals who meet the 
qualification requirements of §493.1423, to perform the functions specified in 
§493.1425 for the volume and complexity of tests performed. 
 
Interpretive Guidelines §493.1421 
 
The Condition of testing personnel is not met when the testing personnel: 

• Is not qualified ;or 
• Does not fulfill the testing personnel responsibilities. 

 
The criteria used to determine the adequacy of the testing personnel involves evaluating 
testing personnel responsibilities, and ensuring that these responsibilities are specified in 



 

 

writing by the director, and that the responsibilities are appropriate to ensure compliance 
with the requirements concerning reporting and recordkeeping, quality control 
monitoring, quality assurance activities and proficiency testing participation.  Cite this 
deficiency only when compliance problems are found in these areas that can be directly 
related to insufficient numbers of testing personnel. (Use D6028, which relates the 
finding of insufficient personnel to director responsibilities.) 
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§493.1423 Standard; Testing personnel qualifications 
 
Each individual performing moderate complexity testing must-- 
 
(a) Possess a current license issued by the State in which the laboratory is located, if 
such licensing is required; and 
 
Interpretive Guidelines §493.1423 
 
The laboratory director is responsible for ensuring the testing personnel have the 
appropriate education and experience, and receive the appropriate training for the type 
and complexity of testing performed.  The experience required is clinical in nature.  This 
means, examination of and test performance on human specimens for purposes of 
obtaining information for the diagnosis, treatment, and monitoring of patients, or for 
providing information to others who will do the diagnosing and treating of the patient’s 
condition.  (Use D6029). 
 
Each individual must have documentation of training applicable to the types and 
complexity of testing performed.  This training should be such that the individual can 
demonstrate that he/she has the skills required for proper performance of preanalytic, 
analytic, and postanalytic phases of testing.  For example, if the individual performs a 
rapid Strep test, he/she should be able to demonstrate the skills for: 
 

• Proper specimen handling prior to testing, e.g., ensuring the specimen is properly 
labeled and received and tested within appropriate timeframes, the swab is 
received at the proper temperature, and the ampule on the swab containing 
transport media is broken; 

 
• Proper test performance according to the laboratory’s policies and manufacturer’s 

instructions, e.g., using reagents that are not outdated, are at the proper 
temperature, and of the same lot number, accurate timing of all steps in the 
procedure, proper performance of quality control procedures; and 

 
• Proper reporting of patient test results in accordance with the laboratory’s 

policies, e.g., notifying the person authorized to receive test results of a positive 
result, not reporting the test result if quality control fails. 


