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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 observations made during the survey, review of patient Mohs surgery logs
and confirmed by laboratory personnel identifier #1 (refer to the Laboratory Personnel
Report) at approximately 9:45 am on 6/27/23, the laboratory used expired tissue
marking dye on 61 patients from 3/01/23 - 6/28/23. The findings include: 1.
Laboratory personnel identifier #1 stated the laboratory used the red and blue tissue
marking dyes on patient specimens when performing Mohs surgery. 2. The red tissue
marking dye expired on 2/28/23 and the blue tissue marking dye expired on 3/31/23.
3. The laboratory performed Mohs surgery on 61 patients from 3/01/23 - 6/28/23.



