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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 surveyor observation, record review and staff interview, the laboratory
failed to ensure laboratory's chemical reagents did not exceed the expiration date
defined by the manufacturer in the subspecialty of histopathology. Findings include:
1. Surveyor observation on 06/04/2026 at 10:15 AM of the histopathology |aboratory
storage cabinets revealed the following expired chemical reagentsinuse: a. 1 of 1
'Sodium Phosphate, Dibasic Anhydrous, batch number: 22F1061050, expiration date:
11/18/2023. b. 1 of 1 'Buffer Solution, pH 4.00', lot number: BO003144, expiration
date: 08/01/2024. c. 1 of 1 'Buffer Solution, pH 7.00', lot number: BO002856,
expiration date: 06/23/2024. 2. Record review on 06/04/2026 of the laboratory's
standard operating procedure revealed the lack of documentation of policies and
procedures addressing the discontinuation of expired reagents and other consumables
required for laboratory testing. 3. Staff interview on 06/04/2026 at 10:20 AM with the
histopathology laboratory testing personnel #1 confirmed the above findings. 4. The
laboratory performs 150 tests annually in the subspecialty of histopathology.



