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Summary Statement of Deficiencies

CERTIFICATE OF WAIVER TESTS
CFR(S): 493.15(¢)

Laboratories eligible for a certificate of waiver must-- (1) Follow manufacturers
instructions for performing the test; and (2) Meet the requirements in subpart B,
Certificate of Waiver, of this part.

This STANDARD is not met as evidenced by:

Based on review of manufacturer's instructions, observation, and review of the
October 2022 rapid strep patient log 11/1/22, the laboratory failed to follow
manufacturer's instructions for performance of the Henry Schein One Step + Strep A
Dipstick test. The laboratory failed to discard an expired rapid strep kit, and the kit
was used to test three patients. Findings: Review of manufacturer'sinstructions for the
Henry Schein One Step + Strep A Dipstick test revealed ... PRECAUTIONS. ... Do
not use after expiration date. ... STORAGE AND STABILITY ... Do not use beyond
the expiration date. ..." During atour of the facility at approximately 3:10 p.m., the
surveyor observed an open Henry Schein One Step + Strep A Dipstick kit ot
#STA0102019 with expiration date 9/30/22 in a cabinet in the nurses' station,
available for use. Review of the October 2022 patient log revea ed the expired strep
kit was used to perform testing on three patients: 1. #1079190 was tested 10/3/22; 2.
#857901 was tested 10/7/22; 3. #1155920 was tested 10/28/22.



