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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:

Based on review of 10 (ten) randomly selected patients records from 02/11/2017 to 05
/11/2019, Mohs surgical procedure documents, an interview with the laboratory
director and lack of documentation of twice ayear verification of the accuracy of the
test or procedure, it was determined that the |aboratory failed to at least twice ayear
verify the accuracy of the Mohs surgical procedure performed and reported for 2017,
2018. The findings included: a. On 05/21/2019 (survey date) the |aboratory was
unable to retrieve documentation of twice ayear verification of accuracy for Mohs
procedures performed and reported for the years 2017 and 2018. b. On 05/21/2019 11
30 the laboratory director confirmed that no review of twice ayear verification the
accuracy of the Mohs surgical procedures were performed in 2017 and 2018. c. The
laboratory testing declaration of 05/17/2019 estimated an annual M ohs surgical
procedures performed 120 patient tests.

D6103 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(13)

The laboratory director must ensure that policies and procedures are established for
monitoring individuals who conduct preanalytical, analytical, and postanalytical
phases of testing to assure that they are competent and maintain their competency to
process specimens, perform test procedures and report test results promptly and
proficiently, and whenever necessary, identify needs for remedial training or
continuing education to improve skills.



This STANDARD is not met as evidenced by:

Based on review (05/21/2019) of laboratory policies and procedures, and an interview
with the laboratory director it was determined that the laboratory director failed to
ensure written policies and procedures were established for monitoring individuals
who conduct preanalytical, analytical and postaanalytical phases of testing to assure
that they are competent and maintain their competency (See D5217).



