
 

 

(a) The laboratory director must possess a current license as a laboratory director 
issued by the State in which the laboratory is located, if the licensing is required. 
 
(b) The laboratory director must meet one of the following requirements: 
 
 (b)(1) Be a physician, as defined in §493.2. 
 

(b)(2) Be a midlevel practitioner, as defined in §493.2, authorized by a State 
to practice independently in the State in which the laboratory is located. 

 
Interpretive Guidelines §493.1357(b)(2) 
 
Midlevel practitioner means a nurse midwife, nurse practitioner, or physician’s assistant 
licensed by the State within which the individual practices, if such licensing is required in 
the State in which the laboratory is located. 
 
 (b)(3) Be a dentist, as defined in §493.2. 
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§493.1359 Standard; PPM laboratory director responsibilities 
 
The laboratory director is responsible for the overall operation and administration 
of the laboratory, including the prompt, accurate, and proficient reporting of test 
results. The laboratory director must-- 
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§493.1359 Standard; PPM laboratory director responsibilities 
 
(a) Direct no more than five laboratories; and 
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§493.1359 Standard; PPM laboratory director responsibilities 
 
(b) Ensure that any procedure listed under §493.19(c)-- 
 

(b)(1) Is personally performed by an individual who meets the qualification 
requirements in §493.1363; and 
 

(b)(2) Is performed in accordance with applicable requirements in subparts H, J, K, 


