
 

 

tested with each patient to detect the presence of contaminating cells in the selected 
population? (e.g., Monocyte contamination of “lymphocytes” gated by forward angle or 
forward angle versus 90° light scatter must be detected with a monocyte-specific 
antibody.)  Use D5465 or D5425 as appropriate.  
 
D5467 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1256 Standard:  Control procedures 
 
(d)(9) When using calibration material as a control material, use calibration 
material from a different lot number than that used to establish a cut-off value or to 
calibrate the test system. 
 
D5469 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1256 Standard:  Control procedures 
 
(d)(10) Establish or verify the criteria for acceptability of all control materials. 
 
(d)(10)(i) When control materials providing quantitative results are used, statistical 
parameters (for example, mean and standard deviation) for each batch and lot 
number of control materials must be defined and available. 
 
(d)(10)(ii) The laboratory may use the stated value of a commercially assayed 
control material provided the stated value is for the methodology and 
instrumentation employed by the laboratory and is verified by the laboratory. 
 
(d)(10)(iii) Statistical parameters for unassayed control materials must be 
established over time by the laboratory through concurrent testing of control 
materials having previously determined statistical parameters. 
Interpretive Guidelines §493.1256(d)(10) 
 
Acceptable ranges must be verified (assayed) or established (unassayed) by the 
laboratory for control materials and any calibrators that are used in lieu of control 
materials. 
 
For procedures in which a spiked sample is used as a control, an acceptable range must 
be established for the amount of recovery of the spiked sample, either in percentage or 
actual concentration. 
 
If laboratories rely on commercial companies to establish statistical limits for controls, 
the laboratory must have documentation to verify that its control results correlate with the 
established limits. 
 


