
 

 

 
(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 
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§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 
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§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. 
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§493.1405 Standard; Laboratory director qualifications 
 
The laboratory director must be qualified to manage and direct the laboratory 
personnel and the performance of moderate complexity tests and must be eligible to 
be an operator of a laboratory within the requirements of subpart R of this part. 
 
Interpretive Guidelines §493.1405 
 
When qualifying a Laboratory Director, please refer to section 353(i)(3) of the PHS Act 
as amended by the TEST Act, which now states, "No person who has owned or operated 
a laboratory which has had its certificate revoked may, within 2 years of the revocation of 
the certificate, own or operate a laboratory for which a certificate has been issued under 
this section (see §493.1840), except that if the revocation occurs pursuant to paragraph 
(4) the Secretary may substitute intermediate sanctions under subsection (h) instead of the 
2-year prohibition against ownership or operation which would otherwise apply under 
this paragraph. The certificate of a laboratory which has been excluded from participation 
under the Medicare program under title XVIII of the Social Security Act [42 U.S.C.A. § 
1395 et seq.] because of actions relating to the quality of the laboratory shall be 
suspended for the period the laboratory is so excluded." 
 
(a) The laboratory director must possess a current license as a laboratory director 
issued by the State in which the laboratory is located, if such licensing is required; 
and 
 
Interpretive Guidelines §493.1405(a) 
 
The term “State” as used in this provision, includes the District of Columbia, the 
Commonwealth of Puerto Rico, the Commonwealth of Northern Mariana Islands, the 
Virgin Islands, Guam and American Samoa. 
 
(b) The laboratory director must-- 
 

(b)(1)(i) Be a doctor of medicine or doctor of osteopathy licensed to practice 
medicine or osteopathy in the State in which the laboratory is located; and 

 
(b)(1)(ii) Be certified in anatomic or clinical pathology, or both, by the 
American Board of Pathology or the American Osteopathic Board of 
Pathology or possess qualifications that are equivalent to those required for 
such certification; or 

 
Interpretive Guidelines §493.1405(b)(1)(ii) 
 


