
 

 

 
• Technique dependence of the method; 
 
• Frequency of quality control failures; and 
 
• Training, experience, and competency of technical personnel. 

 
For additional criteria in determining calibration and quality control frequency refer to 
§§493.1255 and 493.1256.  
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§493.1253 Standard:  Establishment and verification of performance 
specifications 
 
(c) Documentation. The laboratory must document all activities specified in this 
section. 
 
Interpretive Guidelines §493.1253(c) 
 
The actual measurement(s) taken, reactions and/or observations must be recorded.  
 
Acceptable formats for documentation may vary. 
 
§493.1254 Standard:  Maintenance and function checks 
 
§493.1254(a) Unmodified manufacturer’s equipment, instruments, or test systems.  The 
laboratory must perform and document the following: 
 
Interpretive Guideline §493.1254(a) 
 
When a laboratory introduces a new test system, the laboratory may determine, 
depending on the outcome of the performance specifications, that additional measures 
are necessary in order to ensure accurate and reliable test results. 
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§493.1254 Standard:  Maintenance and function checks 
 
(a)(1) Maintenance as defined by the manufacturer and with at least the frequency 
specified by the manufacturer. 
 
Interpretive Guidelines §493.1254(a)(1) 



 

 

 
“As defined by the manufacturer” means that the laboratory must comply with the 
maintenance required in package inserts and/or instrument operator manuals for each 
piece of equipment/instrument it uses, including those that are peripherally involved in 
patient testing (e.g., incubators, centrifuges, safety cabinets, autoclaves and microscopes).  
We encourage laboratories to also comply with the manufacturer’s maintenance 
recommendations. 
 
A laboratory’s maintenance program is usually divided into two parts: 
 

• Unscheduled repairs when needed; and 
 
• Scheduled preventive maintenance (PM), which is performed to prevent 

breakdowns or malfunctions, to prolong the life of an instrument and to maintain 
optimum operating characteristics. 

 
A service contract for PM from an outside source is acceptable provided that for each 
instrument or piece of equipment, there is a description of the service to be performed 
and frequency of service. 
 
A service contract does not negate the laboratory’s responsibility for performing other 
routine maintenance not included in the maintenance contract.  Acceptable performance 
parameters (if applicable) must be documented. 
 
The laboratory must perform and document maintenance as specified by the 
manufacturer for the LIS computer and devices such as monitors, printers and modems.  
All devices must be maintained to ensure accurate, clear, and interference-free 
transmission. 
 
Probes §493.1254(a)(1) 
 
Are LIS system components (e.g., server, hard drives, disk packs) maintained according 
to the manufacturer’s instructions? 
 
When downtime is required to perform maintenance on LIS equipment, how are LIS 
users notified?  
 
How does the laboratory’s maintenance program ensure that instruments and equipment 
maintain optimum operating characteristics and minimize breakdowns? 
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§493.1254 Standard:  Maintenance and function checks 
 
(a)(2) Function checks as defined by the manufacturer and with at least the 


