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Tag
D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

1. Based on interview with the Technical Consultant on 03/26/19, review of the
laboratory's proficiency testing records from the 1st testing event of 2017 through the
3rd proficiency proficiency testing event of 2018, it was determined that the
laboratory failed to verify the accuracy of its Free Testosterone assay, at least twice a
year. The findings included: a. In 2017 and 2018, the laboratory had elected to enroll
in proficiency testing as its means of verifying the accuracy of the Immulite 2000
(SN# J4129) Free Testosterone assay performed, which is not included under subpart
| of thispart of CLIA. b. A review of the performance summary report provided to the
laboratory by its proficiency testing provider, American Proficiency Institute (API),
showed the laboratory obtained unsatisfactory scores for the 1st proficiency testing
events of 2017 and 2018, constituting failure to verify the accuracy of the Free
Testosterone, at least twice ayear. Testing Event Analyte Score Q1 2017 Free
Testosterone 0% Q1 2018 Free Testosterone 67% c. The laboratory tested and
reported Free Testosterone results for the following five patient samples: Date tested
Accession #s 03/08/2018 96348 03/26/2018 96786 04/04/2018 97108 05/08/2018
98128 09/20/2018 101617 d. The laboratory staff affirmed (03/2 6/20 19 at
approximately 11:00 a.m.) the laboratory failed to verify the accuracy of its Free
Testosterone assay, at least twice ayear. 2. Based on interview with the Technical
Consultant on 03/26/19, review of the laboratory's proficiency testing records from
the 1st testing event of 2017 through the 3rd proficiency proficiency testing event of
2018, it was determined that the laboratory failed to verify the accuracy of its
Parathyroid Hormone (PTH) assay, at least twice ayear. The findingsincluded: a. In
2017 and 2018, the laboratory had elected to enroll in proficiency testing as its means
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of verifying the accuracy of the Immulite 2000 (SN# J4129) PTH performed, whichis
not included under subpart | of this part of CLIA. b. A review of the performance
summary report provided to the laboratory by its proficiency testing provider,
American Proficiency Institute (API), showed the laboratory obtained unsatisfactory
scores for the 1st proficiency testing event of 2017 and 2nd proficiency testing event
of 2018, constituting failure to verify the accuracy of the PTH, at |least twice ayear.
Testing Event Analyte Score Q1 2017 PTH 67% Q2 2017 PTH 33% c. The laboratory
tested and reported PTH results for the following six patient samples: Date tested
Accession #s 04/10/2018 97241 04/17/2018 97452 04/23/2018 97655 05/01/2018
97886 05/08/2018 198128 05/10/2018 98212 d. The laboratory staff affirmed (03/2 6
/20 19 at approximately 11:30 am.) the laboratory failed to verify the accuracy of its
PTH assay, at least twice ayear. 3. Based on interview with the technical consultant
on 03/26/19, review of the laboratory's proficiency testing records from the 1st testing
event of 2017 through the 3rd proficiency proficiency testing event of 2018, it was
determined that the laboratory failed to verify the accuracy of its Erythrocyte
Sedimentation Rate (ESR) assay, at least twice ayear. The findingsincluded: a. In
2017 and 2018, the laboratory had elected to enroll in proficiency testing as its means
of verifying the accuracy of the Dispette3 ESR assay performed, which is not included
under subpart | of this part of CLIA. b. A review of the performance summary report
provided to the laboratory by its proficiency testing provider, American Proficiency
Institute (API), showed the laboratory obtained unsatisfactory scores for the 2nd and
3rd proficiency testing events of 2017, constituting failure to verify the accuracy of
the ESR, at least twice ayear. Testing Event Analyte Score Q2 2017 ESR 50% Q3
2017 ESR 50% c. The laboratory tested and reported ESR results for the following
nine patient samples: Date tested Accession #s 07/12/2017 88985 07/12/2017 88987
07/12/2017 88989 07/12/2017 88997 07/12/2017 89002 07/12/2017 88991 07/12
/2017 88994 11/16/2017 92753 11/16/2017 92759 d. The laboratory staff affirmed (03
/12 6/20 19 at approximately 1:00 p.m.) the laboratory failed to verify the accuracy of
its ESR assay, at |least twice ayear. .

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.

This STANDARD is not met as evidenced by:

Based on review of laboratory personnel reports (CM S209, LAB116) and documents
for annual competency assessment, the lack of laboratory documents, and interview
with laboratory personnel, the Technical Consultant failed to evaluate the
performance of Testing Person for Erythrocyte Sedimentation Rate (ESR) at |east
semiannually during the first year of testing, and annually thereafter . Findings
included: a. Documents for 2018 annual competency assessment were provided for
the testing person named on the laboratory personnel reports. b. The laboratory failed
to provide document(s) for competency assessment for the testing person performing
ESR utilizing Dispette3 at least semiannually during the first year, and annually
thereafter. c. Thereliability and quality of results reported could not be assured when
competency was not assessed and documented at |least semiannually during the first
year of testing, and annually thereafter. Examples of ESR testing performed by
Testing Person in 2017 are as follows: Date tested Accession #s 07/12/2017 83985 07
/12/2017 88987 07/12/2017 88989 07/12/2017 88997 07/12/2017 89002 07/12/2017



88991 07/12/2017 88994 11/16/2017 92753 11/16/2017 92759 d. The laboratory
person affirmed (03/26/19 at approximately 1:00 p.m.) the lack of aforementioned
semiannual competency assessment for the testing person performing ESR and thus,
the failure of the Techical Consultant to evaluate and document testing performance at
least semiannually during the first year, and annually thereafter.



