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Tag
D6127 TECHNICAL SUPERVISOR RESPONSIBILITIES

CFR(S): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on record review and an interview with the Practice Manager (PM), the
Technical Supervisor (TS) failed to evaluate and document the 12 month competency
assessment during the first year for one out of two testing personnel (TP) that
conducted high complexity tissue biopsy slide interpretation testing procedures in the
specialty of Histopathology. All patient slide interpretations conducted by TP#3 from
06/22/2020 to 02/09/2021 had the potential to be affected by this deficient practice.
Findings Include: 1. Review of the laboratory's Form CM S-209, provided for the
virtual inspection, revealed two out of four individuals newly listed as TP, since the
last CLIA inspection on 05/09/2018, to perform high complexity tissue biopsy side
interpretation testing procedures. 2. Review of the laboratory's "Quality Assurance
and Competency Assessment Program” policy and procedure found " The components
of the review include assessment of the gross description, diagnosis, timeliness,
transcription/final report, appearance and coding. Any issues identified will be
documented on the daily QC/QA review, discussed with the monitored personnel and
documented with report revisions generated as necessary. 3. Review of the
laboratory's competency assessment documentation for TP#3, provided for the virtual
inspection, found "Annual Competency Review" records for initial training and
demonstration dated 10/02/2019, six month assessment dated 06/22/2020, however
did not find a 12 month tissue biopsy slide interpretation competency assessment
conducted in 2020 (TP#3 began patient tissue biopsy slide interpretation testing
procedures in 10/2019). 4. The Surveyor requested the laboratory's 12 month tissue



biopsy dlide interpretation testing competency assessment documentation for TP#3
from the PM. The PM confirmed the TS did not conduct and document a 12 month
competency assessment for tissue biopsy dlide interpretation testing procedures for
TP#3 in 2020 and was unable to provide the requested documentation on the date of
the virtual inspection. The email interview occurred on 02/09/2021 at 12:05 PM.



