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DO0000 The findings were reviewed with the QA coordinator at the conclusion of the survey.
D5601 HISTOPATHOLOGY

CFR(s): 493.1273(a)(f)

(a) As specified in 493.1256(e)(3), fluorescent and immunohistochemical stains must
be checked for positive and negative reactivity each time of use. For al other
differential or special stains, a control slide of known reactivity must be stained with
each patient slide or group of patient slides. Reactions of the control slide with each
specia stain must be documented. (f) The laboratory must document all control
procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with the QA coordinator, the laboratory
failed to document the reaction of the control slide(s) stained with each group of
patient slides. Findings include: (1) At the beginning of the survey, the QA
coordinator stated the laboratory performed microscopic interpretations of histology
specimens using special stains (e.g., AFB (Acid Fast Bacteria), Giemsa, Alcian Blue
2.5, PAS (Periodic Acid Schiff), Iron, etc); (2) Later during the survey, the QA
coordinator stated a positive control was performed for each special stain, and with
each group of patient slides; (3) The surveyors reviewed 4 patient records when
patient slides, stained with special stains, had been microscopically reviewed. For 1 of
the 4 patients, there was no evidence the positive control had been observed, and had
stained appropriately. The findings were as follows: (a) 03/29/17 - The AFB,
Mucicarmine, and PAS stains had been used. (4) The surveyors reviewed the records
with the QA coordinator, who stated the control slides had been observed by the
pathol ogist performing the microscopic interpretation, but had not been documented.



