
 

 

and M of this part. 
 
D5990 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1361 Condition:  Laboratories performing PPM procedures; 
testing personnel 
 
The laboratory must have a sufficient number of individuals who meet the 
qualification requirements of §493.1363 to perform the functions specified in 
§493.1365 for the volume and complexity of testing performed. 
 
D5991 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1363 Standard; PPM testing personnel qualifications 
 
Each individual performing PPM procedures must-- 
 
(a) Possess a current license issued by the State in which the laboratory is located if 
the licensing is required; and 
 
(b) 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, under the supervision 
of a physician or in independent practice if authorized by the State in which 
the laboratory is located. 
 
(b)(3) Be a dentist as defined in §493.2 of this part. 

 
D5993 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1365 Standard; PPM testing personnel responsibilities 
 
The testing personnel are responsible for specimen processing, test performance, 
and for reporting test results.  Any PPM procedure must be-- 
 
(a) Personally performed by one of the following practitioners: 
 

(a)(1) A physician during the patient’s visit on a specimen obtained from his 
or her own patient or from a patient of a group medical practice of which the 
physician is a member or employee. 



 

 

 
(a)(2) A midlevel practitioner, under the supervision of a physician or in 
independent practice if authorized by the State in which the laboratory is 
located, during the patient’s visit on a specimen obtained from his or her own 
patient or from the patient of a clinic, group medical practice, or other health 
care provider, in which the midlevel practitioner is a member or an 
employee. 

 
(a)(3) A dentist during the patient’s visit on a specimen obtained from his or 
her own patient or from a patient of a group dental practice of which the 
dentist is a member or an employee; and 

 
D5995 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1365 Standard; PPM testing personnel responsibilities 
 
(b) Performed using a microscope limited to a brightfield or a phase/contrast 
microscope. 
 

LABORATORIES PERFORMING MODERATE 
COMPLEXITY TESTING 

 
D6000 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1403 Condition:  Laboratories performing moderate complexity 
testing; laboratory director 
 
The laboratory must have a director who meets the qualification requirements of 
§493.1405 of this subpart and provides overall management and direction in 
accordance with §493.1407 of this subpart. 
 
Interpretive Guidelines §493.1403: 
 
The Condition:  laboratory director is not met when the laboratory director: 
 

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

 
An individual qualified as laboratory director may not qualify as a technical consultant in 
a particular specialty or subspecialty unless he or she has the required testing experience. 


