
 

 

Interpretive Guidelines §493.1281(c) 
 
The actual measurement(s) of test results and comparison activities must be recorded.  
Acceptable formats for documentation may vary.  Cite documentation deficiencies at 
§493.1281(a) or §493.1281(b).  Use D5775 or D5777, as appropriate. 
 
D5779 
 
§493.1282 Standard:  Corrective Actions 
 
(a)  Corrective action policies and procedures must be available and followed as 
necessary to maintain the laboratory’s operation for testing patient specimens in a 
manner that ensures accurate and reliable patient test results and reports. 
 
Interpretive Guidelines §493.1282(a) 
 
Corrective action must be taken when unacceptable differences in test values occur with 
testing performed using different methodologies or instruments or with the same test 
performed at multiple testing sites.  
 
Probes §493.1282(a) 
 
When test results do not correlate with patient information (e.g., age, sex, submitted 
diagnosis) what actions are taken by the laboratory to confirm test results or patient 
information? 
 
D5781 
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§493.1282 Standard:  Corrective actions 
 
(b) The laboratory must document all corrective actions taken, including actions 
taken when any of the following occur: 
 

(b)(1) Test systems do not meet the laboratory’s verified or established 
performance specifications, as determined in §493.1253(b), which include but 
are not limited to-- 

 
(b)(1)(i) Equipment or methodologies that perform outside of established 
operating parameters or performance specifications; 

 
(b)(1)(ii) Patient test values that are outside of the laboratory’s reportable 
range of test results for the test system; and 

 
(b)(1)(iii) When the laboratory determines that the reference intervals 
(normal values) for a test procedure are inappropriate for the 


