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Summary Statement of Deficiencies

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 surveyor review of laboratory records, observation of reagents, and
interview with atesting personnel, staff A, the laboratory used expired Wright-
Giemsa stain solution, Hema-Quik 11, to stain slides used for hematology slide scans
and manual differentials for two of ten months in 2025. Findings include: 1. Review
of the "Hema-quik Il Stain Log" revealed the log was specific to one lot number of
stain solution and showed the laboratory used the log to record dates when they
poured off Hema-Quik 11 stain from the original bottle into a Coplin jar for use. The
log for lot number 144252, with manufacturer's expiration date of August 31, 2025,
contained five entries where the laboratory recorded pouring off stain solution after
the expiration date: September 3, 2025, September 22, 2025, October 8, 2025,
October 21, 2025, and November 7, 2025. 2. Observation in the laboratory on
November 14, 2025, at 2:15 PM revealed only one bottle of Hema-Quik 11 stain, lot
number 151237, manufacturer's expiration date January 1, 2026, with an open date of
November 7, 2025. 3. Interview with staff A on November 14, 2025, at 2:15 PM
confirmed the in-use bottle of Hema-Quik Il stain was opened on November 7, 2025,
and that the laboratory had used the "Hema-quik Il Stain Log" for the previous bottle,
lot number 144252, to record the pour off date for the new bottle, lot number 151237
on November 7, 2025. On further interview, staff A confirmed the laboratory used
expired Hema-Quik Il stain solution to stain slides for hematology slide scans and
manual differentials between the time when the bottle with lot number 144252 expired
on August 31, 2025, and the start of a new |ot on November 7, 2025.



