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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview with the laboratory director (LD) and quality
staff (QS), the laboratory did not maintain arecord of the reagents used for
histopathol ogy tissue processing and slide preparation and staining. Findings: 1. The
laboratory processed biopsy tissue and prepared and stained tissue slides for
histopathology evaluation. 2. Slides were stained with hematoxylin and eosin (H& E)
and speciaty stainsincluding Diff-Quik and periodic acid Shiff with Alcian Blue
(PAS/AB). 3. The quality control section of the Diff-Quick and PAS/AB procedures
stated to "check the reagents for expiration date", but there was no policy or procedure
to document the lot number and expiration date of the stains used on patient slides. 4.
During the survey on 11/27/2023 at 1:05 PM, the LD and QS confirmed that the
laboratory did not have policies or procedures to document or retain the lot numbers,
expiration dates, and dates in use for the reagents used for processing biopsy tissue
and preparing and staining tissue dlides.



