
 

 

sending PT specimens or results to any entity other than their PT provider prior to the PT 
testing event cutoff date. 
 
A central laboratory with more than one instrument or methodology for the same test may 
alternate methods or instruments from one testing event to the next as long as both are 
routinely used to test patient specimens.  All samples for one analyte within a shipment 
must be tested with the same instrument. 
 
Probes §493.801(b)  
 

• What procedure or test method was used? 
 

• Is this a routine test method used in the laboratory? 
 

• Did routine personnel perform the PT? 
 

• How often were PT samples tested?  Does this conform with the laboratory’s 
written policies for patient specimens? 

 
• How are deviations from general laboratory practices (if any) justified? 

 
• Do the PT results documented in the laboratory work records (worksheet) 

correlate with the results reported to the PT program? 
 

• Do reports submitted to the PT program provider accurately reflect the procedure 
(i.e., instrument, method) used in the laboratory? 

 
Check to see if patient samples were reported on the same day that PT samples were 
tested.  (In a small facility, infrequent testing may necessitate the testing of PT samples 
without patient specimens to ensure that the PT test results are returned on time.)  Did the 
laboratory use the same procedure for both patient specimens and PT samples? 
 
D2007 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(b) Standard:  Testing of proficiency testing samples 
 
(b)(1)The samples must be examined or tested with the laboratory’s regular patient 
workload by personnel who routinely perform the testing in the laboratory, using 
the laboratory’s routine methods. 
 
D2009 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(b) Standard:  Testing of proficiency testing samples 
 


