
 

 

Testing personnel in laboratories with a PPM certificate 
 
Testing personnel in PPM laboratories, including mid-level practitioners, are required to 
undergo competency assessment that includes the six procedures found in 
§493.1413(b)(8). Use D5209 or appropriate Technical Consultant D-tag (D6046 through 
D6052) relating to competency assessment. 
 
KEY POINT: In situations in which more than one citation may be used, choose the one 
that is most specific to the situation. This will best allow the laboratory to understand the 
problem and correct it. 
 
Probes §493.1235 
 
How does the laboratory evaluate the competency of its employees? 
 
If the laboratory uses non-testing personnel to perform preanalytic functions how does it 
ensure their competency? 
 
If a laboratory utilizes a consultant, how does the laboratory determine if the consultant is 
competent?  Does the laboratory have a policy/procedure to determine consultant 
competency?  Use D6030 or D6103. 
 
How does the laboratory evaluate personnel for consistency in slide review (e.g., ANA, 
manual differential, urine sediment)? 
 
D5211 
 
§493.1236 Standard:  Evaluation of Proficiency Testing Performance 
 
§493.1236(a) The laboratory must review and evaluate the results obtained on 
proficiency testing performed as specified in subpart H of this part. 
 
Probes §493.1236(a) 
 
Is there evidence of review and evaluation of the laboratory’s proficiency testing (PT) 
results? 
 
§493.1236(b) The laboratory must verify the accuracy of the following: 
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§493.1236 Standard:  Evaluation of proficiency testing performance 
 
(b)(1) Any analyte or subspecialty without analytes listed in subpart I of this part 
that is not evaluated or scored by a CMS-approved proficiency testing program. 



 

 

 
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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