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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced recertification survey was conducted on 9/2/20 at Genesis

Dermatology, aclinical laboratory in Jupiter, Florida. Genesis Dermatology is not in
compliance with 42 Code of Federal Regulations (CFR), Part 493, requirements for
clinical laboratories.

D6128 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 least annually
after the first year, unless test methodology or instrumentation changes, in which case,
prior to reporting patient test results, the individual's performance must be reevaluated
to include the use of the new test methodology or instrumentation.

This STANDARD is not met as evidenced by:

Based on record review and interview with laboratory personnel, there was no
documentation to indicate that the technical supervisor evaluated performance of one
of two testing personnel. The findings included: Review of competency records on 9/2
/20 reveded that there were competencies documented for the histotechnician in 2018
and 2020, but not 2019. During an interview with the practice administrator on 9/2/20
at 10:30 a.m., she confirmed they must have missed performing the competency in
2019.



