
 

 

 
• Performing a potassium on a hemolyzed sample; or 

 
• Tests are incubated at 37°C when the manufacturer’s instructions require 25°C 

incubation. 
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(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1425 Standard; Testing personnel responsibilities 
 
(6) Document all corrective actions taken when test systems deviate from the 
laboratory’s established performance specifications. 
 

LABORATORIES PERFORMING HIGH COMPLEXITY 
TESTING 

 
D6076 
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§493.1441 Condition:  Laboratories performing high complexity testing; 
laboratory director 
 
The laboratory must have a director who meets the qualification requirements of 
§493.1443 of this subpart and provides overall management and direction in 
accordance with §493.1445 of this subpart. 
 
Interpretive Guidelines §493.1441 
 
The Condition of laboratory director is not met when the laboratory director: 
 

• Position is not filled; 
 
• Is not qualified; or 
 

Does not fulfill the laboratory director responsibilities. 
 
D6078 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1443 Standard; Laboratory director qualifications 
 
The laboratory director must be qualified to manage and direct the laboratory 
personnel and performance of high complexity tests and must be eligible to be an 


