
 

 

(b) If the laboratory director reapportions performance of his or her 
responsibilities, he or she remains responsible for ensuring that all duties are 
properly performed. 
 
D6080 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(c) The laboratory director must be accessible to the laboratory to provide onsite, 
telephone or electronic consultation as needed. 
 
Interpretive Guidelines §493.1445(c)  
 
If the director cannot practically provide personal, on-site supervision, it must be 
demonstrated that the director: 
 

• Provides direction and consultation electronically (e.g., email, text message or 
fax) or by telephone, as necessary; or 

 
• Delegates to qualified personnel specific responsibilities as provided in the 

regulations. 
 
D6081 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(d) Each individual may direct no more than five laboratories. 
 
Interpretive Guidelines §493.1445(d) 
 
An individual may serve as a director of 5 nonwaived certified laboratories.  However, an 
individual may serve as technical consultant, clinical consultant or technical supervisor 
for any number of laboratories. 
 
D6082 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)  The laboratory director must-- 
 

(e)(1)  Ensure that testing systems developed and used for each of the tests 
performed in the laboratory provide quality laboratory services for all 


