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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 on review of the procedure manual, staining solutions logs, and the chemical
products inventory log, and interview with the histotech (HT), the laboratory failed to
ensure that staining reagents were not used beyond their expiration date. Findings: 1.
The laboratory performed hematoxylin and eosin staining on Mohs surgery specimen
slides. 2. The "Laboratory Procedure Manual Histopathology-Mohs surgery" stated,
"Do not use reagent after expiration date." 3. Staining reagent lot numbers were
documented on the " Staining Solutions Log" for each day Mohs surgery was
performed. 4. The expiration and discard dates for each lot of staining reagent was
documented on the "Chemical Products Inventory." 5. Logs showed that the
hematoxylin staining reagent lot 180520 expired on 03/31/2025 but was used on
patient slidesin April 2025. Records showed that the reagent was discarded on 06/30
/2025. 6. Logs showed that the ultraclear staining reagent lot 2306864 expired at the
end of 06/2025 but was used on patient slides in July 2025. Records showed that the
reagent was discarded on 07/29/2025. 7. During the exit interview on 11/19/2025 at
12:00 PM, the HT confirmed that hematoxylin and ultraclear staining reagents were
used for staining beyond their expiration dates.

D6120 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(7)(8)

(b)(7) Identifying training needs and assuring that each individual performing tests
receives regular in-service training and education appropriate for the type and



complexity of the laboratory services performed; (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

Based on review of potassium hydroxide (KOH) testing records and interview with
the histotech (HT), the laboratory failed to ensure that testing personnel performing
KOH testing procedures were evaluated for competency. Findings: 1. The laboratory
personnel report (form CM S-209) listed eight testing personnel (TP) who performed
KOH dlide preparations and evaluations. 2. During the exit interview on 11/19/2025 at
12:00 PM, the HT confirmed that there were no competency evaluation records for the
eight TP performing KOH testing procedures.



