
 

 

Interpretive Guidelines §493.1253(b)(2)(v) 
 
Reportable Range- The laboratory is responsible for establishing the upper and lower 
limits of the test system. 
 
§493.1253 Standard:  Establishment and verification of performance 
specifications 
 
(b)(2)(vi) Reference intervals (normal values). 
 
Interpretive Guidelines §493.1253(b)(2)(vi) 
 
Reference Range (Normal Values) - The laboratory must establish a reference range 
that is appropriate for the laboratory’s patient population (i.e., a normal range that reflects 
the type of specimen and demographic variables such as age and sex, as applicable). 
 
§493.1253 Standard:  Establishment and verification of performance 
specifications 
 
(b)(2)(vii) Any other performance characteristic required for test performance. 
 
D5425 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1253 Standard:  Establishment and verification of performance 
specifications 
 
(b)(3) Determination of calibration and control procedures.  The laboratory must 
determine the test system’s calibration procedures and control procedures based 
upon the performance specifications verified or established under paragraph (b)(1) 
or (b)(2) of this section. 
 
Interpretive Guidelines §493.1253(b)(3) 
 
Through the verification/establishment process, the laboratory defines the frequency for 
calibration and control performance as well as the type, number, and concentration of 
calibration and control materials used to monitor, detect error, and evaluate method 
performance.  The frequency for calibration and control performance must not be less 
than the frequency specified in the manufacturer’s instructions. 
 
In establishing the calibration and quality control frequency, the laboratory must 
consider: 
 

• Test system instrument/reagent stability, including relocation; 
• Frequency with which the test is performed; 



 

 

 
• 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. 
 
D5429 
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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) 


