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(X4) 1D Prefix Summary Statement of Deficiencies
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:

Based on Surveyor review of laboratory's policy & procedure, proficiency testing
records, lack of documentation for annual test verification, and interview with the
laboratory technical supervisor, the laboratory failed to verify, at least twice annualy,
the accuracy of thetest it performs using LCMS/MS system. The findings include: a.
The laboratory does testing for 54 drugs/metabolites using Agilent LCMS/MS system.
The laboratory provides both qualitative and quantitative results for al of the drugs
/metabolites. None of these drug test isincluded in the subpart |, and therefore the
laboratory requiresto verify the test accuracy twice annually. However, the laboratory
did not have any records showing that it verifies, at least twice annually, the accuracy
of any of its quantitative tests that uses the Agilent LCMS/MS system. b. On August
8, 2018 at 12:10 pm laboratory technical supervisor affirmed that the laboratory did
not verify the test accuracy, at least twice annually, for its LCMS/MS system. c. The
laboratory's testing declaration form, signed by the laboratory Director on July 27,
2018, stated that the laboratory performs 105,150 tests annually using the LCMS/IMS
system.

D6088 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445()(4)

The laboratory director must ensure that the laboratory is enrolled in an HHS-
approved proficiency testing program for the testing performed.



This STANDARD is not met as evidenced by:

Based on Surveyor review of laboratory's policy & procedure, proficiency testing
records, lack of documentation for annual test verification, and interview with the
laboratory technical supervisor, the laboratory Director failed to ensure that the
laboratory is enrolled in an HHS-approved proficiency testing program for the testing
performed using the LCMS/MS system. The findings include: a. See D5217.



