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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An offsite revisit survey was completed on September 25, 2025 for deficiencies cited

on September 10, 2025. All deficiencies have been corrected. The facility isin
compliance with 42 CFR Part 493, Requirements for Laboratories. 45469 The
laboratory was found to be in compliance with 42 CFR Part 493, Requirements for
Laboratories as aresult of arecertification survey completed on September 10, 2025.

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

(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 upon observations, patient test records and interview of facility personnel, the
laboratory failed to ensure expired EosinY stain was not used to stain 6 patient
samples between September 6 and September 9, 2025. The findingsincluded: 1.
Observations made on September 10, 2025 at 09:32 found one partial container of
Mercedes Scientific EosinY stain lot 2323725 expiration 2025-09-05 in the flammable
cabinet. 2. Review of patient test records found the laboratory tested 6 patient
specimens between September 6 and September 9, 2025 as follows. M25-249 M 25-
250 M25-251 M25-252 M 25-253 M25-254 3. During interview of the histotechnician
conducted September 10, 2025 at 9:40 AM, she confirmed the expired stain was used
to stain the 6 specimens.



