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Tag
D6106 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445(e)(14)

The laboratory director must ensure that an approved procedure manual is available to
all personnel responsible for any aspect of the testing process.

This STANDARD is not met as evidenced by:

Based on record review and an interview with Testing Personnel (TP) #1, the
Laboratory Director (LD) failed to ensure that an approved procedure manual was
available to all personnel responsible for the urine microscopic procedures performed
in the specialty of Chemistry. All 1544 patient urine microscopic procedures
performed from 03/31/2021 to 05/11/2022 had the potential to be affected by this
deficient practices. Findings Include: 1. Review of the laboratory's CMS-209 forms
found 4 individuals credentialed by the LD, by signature and date, as TP to perform
moderate complexity urine microscopic examination. 2. Review of the laboratory's
CMS-116 form found the annual volume of urine microscopic examinations under the
speciality of chemistry to be 5,115 total tests. 3. The Inspector requested the
laboratory's approved urine microscopic policies and procedures on the date of
ingpection, 05/11/2022. 4. An interview with TP #1, on 05/11/2022 at 2:12 PM
confirmed that the urine microscopic policy and procedure manual could not be
found. Note: Past CLIA surveysin 2018 and 2020 found an approved urine
microscopic policy and procedure manual that complied with the applicable CLIA
regulations. 5. An interview with TP #1 via video phone call on 05/18/2022 at 1:36
PM confirmed that the urine microscopic policy and procedure manual was found;
however, the manual was unapproved by the current LD, who took over that
regulatory role as of 03/31/2021.



