
 

 

Interpretive Guidelines §493.1415 
 
The Condition of clinical consultant is not met when the clinical consultant: 
 

• Position is not filled; 
 
• Is not qualified; or 
 
• Does not fulfill the clinical consultant’s responsibilities. 

 
D6057 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1417 Standard; Clinical consultant qualifications 
 
The clinical consultant must be qualified to consult with and render opinions to the 
laboratory’s clients concerning the diagnosis, treatment and management of patient 
care. The clinical consultant must-- 
 
(a) Be qualified as a laboratory director under §493.1405(b)(1), (2), or (3)(i); or 
 
(b) Be a doctor of medicine, doctor of osteopathy or doctor of podiatric medicine 
and possess a license to practice medicine, osteopathy or podiatry in the State in 
which the laboratory is located. 
 
D6058 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1419 Standard; Clinical consultant responsibilities 
 
The clinical consultant provides consultation regarding the appropriateness of the 
testing ordered and interpretation of test results. 
 
D6059 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1419 Standard; Clinical consultant responsibilities 
 
The clinical consultant must-- 
 
(a) Be available to provide clinical consultation to the laboratory’s clients; 
 
D6060 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 



 

 

§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; 
 
D6061 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§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? 
 
D6062 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§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 


