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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(12)

The laboratory director must ensure that prior to testing patients specimens, all
personnel have the appropriate education and experience, receive the appropriate
training for the type and complexity of the services offered, and have demonstrated
that they can perform all testing operations reliably to provide and report accurate
results.

This STANDARD is not met as evidenced by:

. Based on record review and interview with the Office Manager, the Laboratory
Director failed to ensure testing personnel demonstrated the ability to perform
histopathol ogy microscopic tissue examinations reliably prior to testing patient
specimens for 1 (Testing Personnel #2) of 2 testing personnel listed on Form CM S
209. Findingsinclude: 1. A review of the laboratory's personnel records on 6/22/22
revealed alack of documentation that Testing Personnel #2 listed on Form CM S-209
had demonstrated that they can perform all testing operations reliably to provide and
report accurate results. 2. A review of 10 patient test records revealed 2 patients
(HD22-525 on 5/9/22 and HD22-234A on 2/28/22) had histopathology microscopic
tissue examination testing performed by Testing Personnel #2. 3. The surveyor
requested documentation showing Testing Personnel #2 had demonstrated they can
perform al testing operations reliably to provide and report accurate results on 6/22
122 at 9:56 am and it was not made available. 4. Aninterview on 6/22/22 at 10:15 am
with the Office Manager confirmed documentation showing Testing Personnel #2
demonstrated that the ability to perform histopathology microscopic tissue
examinations reliably prior to patient testing was not available.



