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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced CLIA recertification survey was conducted at MATTHEW TAUB MD

PA on August 19, 2025. The laboratory was not in compliance with 42 CFR Part 493,
Requirements for Laboratories. The following is a description of the standard level
deficiency:

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 observation, record review and staff interview, the laboratory used Sysmex
CELL CLEAN AUTO expired since 07/01/2025 on the Sysmex XN-430 Complete
Blood Cell analyzer. Findings Included: 1-During laboratory tour on 08/19/2025 at 10:
30 AM, the surveyor found the laboratory had in use CELLCLEAN AUTO with lot
number A4102 expired since 07/01/2025. The laboratory do the Cleaning every
Friday, based on this the laboratory used the expired CELL CLEAN AUTO six times.
2-Review of the Procedure Manual signed by the Laboratory Director on 12/10/2024,
revealed that in the policy "Quality Control for Sysmex XN-L Analyzers', on page 5
listed the "CLEANING AGENT", "CELLCLEAN AUTO and on page 6 stated
"Unopened, it is stable until expiration date printed on the container." 3-Review of
instrument records, revealed that the laboratory performed 341 tests in the period of
reference. 4-During an interview on 08/19/2025 at 10:40 am the Laboratory
Consultant confirmed that the laboratory used the expired cleaning agent.



