
 

 

 
Interpretive Guideline §493.1236(b)(1) 
 
NOTE:  An analyte submitted to a PT program for evaluation generally may not be 
evaluated or scored by the PT program if there are less than 10 participants in a particular 
peer group (§§493.909 – 493.959). 
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§493.1236 Standard:  Evaluation of proficiency testing performance 
 
(b)(2) Any analyte, specialty or subspecialty assigned a proficiency testing score that 
does not reflect laboratory test performance (that is, when the proficiency testing 
program does not obtain the agreement required for scoring as specified in subpart 
I of this part, or the laboratory receives a zero score for nonparticipation, or late 
return or results). 
 
Interpretive Guidelines §493.1236(b)(2) 
 
The laboratory must have a mechanism for routine review of its proficiency testing 
results that are evaluated by its PT providers.  This includes a review of its actual PT 
results against the PT provider’s participant summary results for the particular PT event 
and when any of the following occur: 
 

• The PT program assigned an artificial score of 100% (e.g., results not evaluated or 
scored); 

 
• A zero score for nonparticipation; if the laboratory did not test the specimen, it 

must document what other means were used to assess the accuracy of the test for 
the PT event that was missed; or 

 
• The PT provider notifies the laboratory that its results were not evaluated (given a 

score of “0”) due to missing the return deadline. 
 
Probes §493.1236(b)(2) 
 
Has the laboratory reviewed its test menu to determine if it tests any analyte(s) that are 
not listed in subpart I? 
 
§493.1236(c) At least twice annually, the laboratory must verify the accuracy of the 
following: 
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(c)(1) Any test or procedure it performs that is not included in subpart I of this part. 
 
Interpretive Guidelines §493.1236(c)(1) 
 
Refer to subpart I, Proficiency Testing Programs for Nonwaived Testing.  Subpart I 
includes those specialties, subspecialties, analytes and tests that are considered regulated 
tests.  For those tests not listed in subpart I (not regulated), the laboratory must verify the 
accuracy of the test or procedure twice annually, including the accuracy of calculated 
results, if applicable. 
 
For those tests not listed under Subpart I, the laboratory may enroll in a PT program to 
verify the accuracy of their test or procedure.  However, under no circumstances may 
these PT samples be referred (or results communicated) to another laboratory for any 
reason prior to the PT testing event cut-off date.  The PT referral consequences (loss of 
certificate and bar on owner/operator) apply equally to all PT testing samples and results. 
(See D2013). 
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(c)(2) Any test or procedure listed in subpart I of this part for which compatible 
proficiency testing samples are not offered by a CMS-approved proficiency testing 
program. 
 
Interpretive Guidelines §493.1236(c)(2) 
 
Laboratory tests or procedures that are not compatible may include new or emerging 
technologies for which PT is not yet available. 
 
Probes §493.1236(c)(2) 
 
How does the laboratory verify accuracy of tests not included under subpart I or tests for 
which compatible PT samples are not available (e.g., blind testing of materials with 
known values, other external assessment programs, split samples with another laboratory 
instrument or method, comparison with Kodachrome slides from a reference source)? 
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§493.1236 Standard:  Evaluation of proficiency testing performance 
(d) All proficiency testing evaluation and verification activities must be documented. 


