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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 observation and interview with TP (testing personnel) #1 on 4/3/25, the
laboratory failed to discard supplies that were past their expiration dates for use.
During atour of the laboratory at approximately 2:00 pm, the surveyor observed the
following expired materials in adrawer, available for use: 1. 5 stool collection kits
with 3 Para-Pak vialsin each kit, including one C& S (culture & sensitivity) vial, one
SAF (sodium acetate-acetic acid-formalin) vial, and one Clean vial. Each kit
contained one or more expired vials which included two C& S vials lot 437730-P
expiration 12/23/23, three SAF viaslot 417540-P expiration 8/17/23, and three SAF
vialslot 413340-P expiration 1/17/25. 2. 2 Total-Fix MCC (Medical Chemical
Corporation) collection vials for Ova and Parasite detection, lot 3645-00 expiration 07-
24. 3. 3 orange Aptima Multi-test Swabs with Transport Media (STM), lot 331072
expiration 2/29/24. During an interview at approximately 2:15 pm, TP #1 stated the
the supplies are not used by the laboratory.



