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D5475 CONTROL PROCEDURES

CFR(S): 493.1256()(3)(q)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(3) Check fluorescent and immunohistochemical stains for positive and negative
reactivity each time of use. (g) The laboratory must document all control procedures
performed.

This STANDARD is not met as evidenced by:

Based on areview of quality control (QC) stain records for histopathology, and an
interview with the laboratory director at the time of the survey, the laboratory failed to
document the QC test results for the FISH images. Findings Include: The laboratory
director confirmed on January 22, 2018 at approximately 11:15 am that the laboratory
failed to perform and document the stain quality for the FISH images read from
October 2017 through the date of this survey. Approximately 50 patient specimens
were tested and reported for FISH testing during that time.

D6093 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality control programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on areview of QC records and confirmed in an interview with the laboratory
director at the time of the survey, the director failed to ensure that the QC program for
histopathology was followed to assure the quality of laboratory services. Refer to
D5475



