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Tag
D5401 PROCEDURE MANUAL

CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Procedure Manual (PM), observation of Staining
Station (SS) and interview with the Testing Personnel (TP), the laboratory failed to
follow the PM for "Mohs Tissue Procedure” from 1/4/24 to the date of the survey. The
findingsinclude: 1. The PM stated step i "Eosin working solutions 2 dips" but the SS
had 100% alcohol 2. The TP confirmed on 9/11/24 at 1:30 pm that the laboratory did
not follow the PM.

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on surveyor observation of Histology reagents and interview with the Testing
Personnel (TP), the laboratory failed to discard expired Histopathology reagents from
3/31/24 to the date of survey. Thefindingsinclude: 1. Avantik Tissue marking dyes
were expired as follows: a) Blue marking day lot # 145362 expired 3/31/24 b) Red
marking dye lot # 145595 expired 3/31/24 2. Approximately 500 patients were tested



with expired reagent. 3. The TP confirmed on 9/11/24 at 1:30 pm that the |aboratory
used expired reagents.



