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D0000 The findings were reviewed with the technical consultant and testing person #1 at the 
conclusion of the survey. The initial survey was performed on 09/12/18. The 
laboratory was found to be in compliance with standard-level deficiencies cited.

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing 
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:
Based on a review of records and interview with the technical consultant and testing 
person #1, the laboratory failed to thoroughly review and evaluate proficiency testing 
results. Findings include: (1) At the beginning of the survey, the surveyor reviewed 
2018 proficiency testing records and identified the following failure, in which 
corrective action documentation could not be located: (a) First 2018 Hematology 
Event (i) Hematocrit - The laboratory failed the result for 1 of 5 samples, and attained 
a score of 80%. (2) The surveyor asked the technical consultant and testing person #1 
if corrective action had been taken for the failure. After reviewing the records, the 
technical consultant and testing person #1 stated corrective action had not been taken 
to determine the cause of the failure.

D6053 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the 
performance of individuals responsible for moderate complexity testing at least 
semiannually during the first year the individual tests patient specimens.
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This STANDARD is not met as evidenced by:
Based on a review of records and interview with the technical consultant and testing 
person #1, the technical consultant failed to ensure that persons performing moderate 
complexity testing had been evaluated semiannually during the first year of testing. 
Findings include: (1) At the beginning of the survey, the surveyor reviewed personnel 
records. The following was identified: (a) Testing Person #1 - The initial training for 
this person was completed on 12/07/17. There was no evidence that a semiannual 
evaluation had been performed (due 06/2017); (b) Testing Person #2 - The initial 
training for this person was completed on 12/11/17. There was no evidence that a 
semiannual evaluation had been performed (due 06/2017). (2) The surveyor reviewed 
the records with the technical consultant and testing person #1 who stated there were 
no records to prove the above persons had been evaluated semiannually.


