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Summary Statement of Deficiencies

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(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 record review it was determined that the laboratory did not
ensure that expired controls were labeled as such, removed from premises or not used
during the period 2016-2018. The findings are: A tour of the laboratory at
approximately 10:00 AM on January 3rd 2018 revealed that the CBC controlsin use
normal control (lot 888900) has expired 1/2/2018 and abnormal control | (lot 878400)
has expired 1/1/2018. Record review of CBC controls showed that during the period
of 2016 till 2018 the following: year 2016 abnormal | lot 868900 expired 4/2/2016
used 4/4/2016 till 4/14/2016 year 2017 abnormal | lot 873100 expired 1/16/2017 used
1/15/2017 normal lot 884600 expired 1/17/2017 used 1/17/2017 abnormal | lot
875200 expired 4/24/2017 used 4/25/2017 normal 1ot 885800 expired 4/25/2017 used
4/26/2017 abnormal 11 1ot 864300 expired 4/23/2017 used 4/24/2017 normal lot
886500 expired 6/20/2017 used 6/22/2017 abnormal 11 1ot 865000 expired 6/18/2017
used 7/17/2017 abnormal 11 1ot 866300 expired 9/30/2017 used 10/10/2017 till 11/1
/2017 abnormal 11 lot 866000 expired 9/10/2017 used 9/11/2017 till 9/29/2017 normal
lot 887500 expired 9/12/2017 used 9/15/2017 till 9/24/2017 abnormal | lot 876900
expired 9/11/2017 used 9/12/2017 till 9/26/2017 normal 1ot 887800 expired 10/1/2017
used 10/10/2017 till 10/26/2017 abnormal | lot 877200 expired 10/2/2017 used 10/10
/2017 till 10/26/2017 normal lot 877900 expired 11/19/2017 used 11/20/2017 till 12/1
/2017 abnormal ot 866900 expired 11/20/2017 used 11/21/2017 till 12/4/2017 normal
lot 888900 expired 1/2/2018 used 1/3/2018 year 2018 abnormal | lot 878400 expired 1
/1/2018 used 1/3/2018 normal lot 888900 has expired 1/2/2018 used 1/3/2018



