
 

 

 
Probes  §493.1278(f) 
 
What is the laboratory’s policy/protocol on referring patient specimens for testing at 
another laboratory? 
 
What is the laboratory’s policy/protocol on accepting HLA typing results obtained at 
another laboratory (i.e., does the laboratory reconfirm (repeat) testing)? 
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§493.1278 Standard:  Histocompatibility 
 
(f)(2) For renal allotransplantation and combined organ and tissue transplants in 
which a kidney is to be transplanted, have available results of final crossmatches 
before the kidney is transplanted. 
 
Probes §493.1278(f)(2) 
 
If the laboratory performs cadaveric renal transplant testing, what are the staffing policies 
and how do they ensure 24-hour coverage of qualified testing personnel and supervision 
for technical review? 
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§493.1278 Standard:  Histocompatibility 
 
(f)(3) For nonrenal transplantation, if HLA testing and final crossmatches were not 
performed prospectively because of an emergency situation, the laboratory must 
document the circumstances, if known, under which the emergency transplant was 
performed, and records of the transplant must reflect any information provided to 
the laboratory by the patient’s physician. 
 
§493.1278 Standard:  Histocompatibility 
 
(g) Documentation.  The laboratory must document all control procedures 
performed, as specified in this section. 
 
§493.1278(g) Guidelines 
 
All QC records must be maintained for two years including instrument charts, graphs, 
printouts, transcribed data, manufacturer’s assay information sheet for control and 
calibration materials and reagents to include typing trays, primers and/or probes.  Do not 
dictate the acceptable format for documentation. 
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§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. 
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§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. 


