
 

 

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. 
 



 

 

When patient specimens are used to meet the control requirements, data must be 
evaluated in accordance with §493.1256(d)(10)(iii).  
 
There are no specific guidelines for the number of times a material must be tested to 
establish statistical limits.  In general, twenty replicate tests should be considered the 
minimum for determining a standard deviation.  
 
Probes §493.1256(d)(10) 
 
What statistics does the laboratory have to demonstrate the number of assays and the 
period of time in which the laboratory repetitively tested control materials to verify or 
establish control limits? 
 
How does the laboratory evaluate control results to detect any outliers, shifts or trends in 
control values due to instrument malfunctions or changes in the analytical system?  
 
If more than one test system is in use for a test procedure, did the laboratory evaluate the 
data for each test method in the establishment of control limits? 
 
D5471 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1256 Standard:  Control procedures 
 
(e) For reagent, media, and supply checks, the laboratory must do the following: 
 
(e)(1) Check each batch (prepared in-house), lot number (commercially prepared) 
and shipment of reagents, disks, stains, antisera, (except those specifically 
referenced in §493.1261 (a)(3)) and identification systems (systems using two or 
more substrates or two or more reagents, or a combination) when prepared or 
opened for positive and negative reactivity, as well as graded reactivity, if 
applicable. 
 
Interpretive Guidelines §493.1256(e)(1)  
 
Review the laboratory’s quality control records and note when lot numbers change.  
 
NOTE: Media checks are defined under §493.1256(e)(4) Guidelines. 
 
The laboratory must demonstrate that each reagent performs within the specifications 
established by the laboratory for the test procedure.  Documentation of concurrent testing 
of reagents or acceptable quality control results will satisfy this requirement.  
 
Reagents, disks, and test procedures used for identification purposes may include, but are 
not limited to, catalase, coagulase plasma, oxidase, bacitracin, optochin, Cefinase, 
ONPG, X, and V factor strips and disks, germ tube, yeast morphology media, and 


