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Summary Statement of Deficiencies

CONTROL PROCEDURES
CFR(S): 493.1256(e)(2)(q)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(2) Each day of use (unless otherwise specified in this subpart), test staining materials
for intended reactivity to ensure predictable staining characteristics. Control materials
for both positive and negative reactivity must be included, as appropriate. (g) The
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on review of H& E quality control records, patient test records and interview of
facility personnel, the laboratory failed to have documentation of the the negative and
positive reactivity of quality control slides for Hematoxylin and Eosin (H & E)
staining on each day of patient testing between September 19, 2022 and October 10,
2022. The findings included: 1. Documentation of H& E stain quality control records
was requested but not provided. 2. Review of patient test records found 477 patient
specimens tested with no documentation of quality control procedures. 3. Interview of
the laboratory director conducted on October 10, 2022 at 11:48 AM confirmed that he
had no records available for review of the intended reactivity of negative and positive
control tissues each day of patient testing. He stated he was provided with atissue
control slide each day, but returned the documents to the laboratory performing the
gross analysis and preparation of tissue specimens each day.



