
 

 

 
D5775 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1281 Standard:  Comparison of test results 
 
(a) If a laboratory performs the same test using different methodologies or 
instruments, or performs the same test at multiple testing sites, the laboratory must 
have a system that twice a year evaluates and defines the relationship between test 
results using the different methodologies, instruments, or testing sites. 
 
Interpretive Guidelines §493.1281(a)-(c) 
 
The laboratory must have a system to monitor and evaluate all testing it performs.  
Examples of materials that may be used to evaluate the same test performed by different 
methodologies, at multiple locations, and/or on multiple instruments in the same 
laboratory are proficiency testing samples, split samples or “blind” testing of materials 
with known values. 
 
A laboratory that performs the same test at multiple locations or on more than one 
instrument must have written criteria for acceptable differences in test values (e.g., 
between different or identical models of an instrument from the same manufacturer, 
between instruments from different manufacturers). 
 
If the laboratory performs calibration verification as specified in §493.1255(b), it may use 
the calibration verification to meet the requirements at §493.1281(a), provided the 3 
levels of materials used for calibration verification meet the laboratory’s criteria for 
acceptable differences in test values. 
 
D5777 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1281 Standard:  Comparison of test results 
 
(b) The laboratory must have a system to identify and assess patient test results that 
appear inconsistent with the following relevant criteria, when available: 
 

(b)(1) Patient age. 
 
(b)(2) Sex. 
 
(b)(3) Diagnosis or pertinent clinical data. 
 
(b)(4) Distribution of patient test results. 
 
(b)(5) Relationship with other test parameters. 



 

 

 
Interpretive Guidelines §493.1281(b) 
 
Verify that the laboratory has a system in place to monitor and evaluate test results for 
inconsistencies with patient information, and for correlation between test results.  For 
example, a laboratory could multiply the hemoglobin result by a factor of 3, to see if the 
result is equal to the hematocrit.  If the laboratory has auto-validation in it’s Laboratory 
Information System (LIS), verify that the laboratory is taking steps to reduce the 
likelihood of sample-switching errors, for example, when the creatinine result is 
significantly different from the patient’s previous creatinine test results, or if the MCV is 
significantly different from the patient’s previous test results and the patient did not 
receive a blood transfusion. 
 
For automated laboratories, inconsistent patient results may be evaluated through the use 
of verified LIS supported logic, patient distribution test results, verified automated test 
comparison logic programs and individual test repeat criteria.  
 
Probes §493.1281(b) 
 
How does the laboratory obtain sufficient information to enable an evaluation of test 
results with clinically relevant patient information? 
 
Does the laboratory have procedures to assess and evaluate patient test results for 
inconsistencies? 
 
For example: 
 

• Hemoglobin and Hematocrit (MCHC value exceeds reference range); 
 
• BUN and Creatinine comparison; 
 
• Albumin and Total Protein; 
 
• Correlation of urine culture with urine microscopic; and  
 
• Alkaline phosphatase with orthopedic surgical patients and/or pediatric patients; 

and 
 
• Correlation of microscopic sediment findings with macroscopic results, such as, 

the presence of protein with casts, positive occults blood with red cells, and 
positive leukocyte esterase with white cells. 

 
§493.1281 Standard:  Comparison of test results 
 
(c) The laboratory must document all test result comparison activities 
 



 

 

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 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§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 


