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Summary Statement of Deficiencies

. An onsite survey conducted 2/8/2022 found the laboratory in compliance with 42
CFR Part 493, Requirements for Laboratories. .

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(3)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(3) The criteriafor proper storage of reagents and
specimens, as specified under 493.1252(b), are not met.

This STANDARD is not met as evidenced by:

. Based on review of laboratory records and confirmed in interview, the laboratory
failed to document corrective actions taken when the proper storage of reagents was
not met for 26 days out of 184 days for the I-Stat Refrigerator at the Carol Y oung
Laboratory in 2021. The findingsinclude: 1. Review of the Carole Y oung Laboratory
"|-Stat Refrigerator/Freezer Maintenance”" Form lists an acceptable temperature range
of 2-8 (degrees) Celsius. 2. Random record review of the Carol Y oung Laboratory "l-
Stat Refrigerator/Freezer Maintenance" forms from May to October 2021 has the
following 26 days without documented corrective action for temperature storage: May
2021: 20 days Temperatures were not recorded for the following daysin May: 1, 2, 8,
9, and 15 - 31st A non-dated or signed note at the bottom of the record reads: "Temp
Gauge for fridge is broken. New oneis ordered. " Followed by a second note signed
by the technical consultant on 6/10/2021 that reads. "Requested to move |-Stat items
to separate refrigerator” June 2021: 1 day June 20th, 2021 - Temp 20.1 (degrees) C. A
note at the bottom of the record, signed by the technical consultant on 7/20/2021
reads. "Reguested to monitor refrigerator. Document corrective action when temp is
out of range." August 2021: 5 Days August 4: 17.6 (degrees) C August 5: 17.6
(degrees) C August 6: 17.8 (degrees) C August 7: 17.8 (degrees) C August 8: 17.6



(degrees) C 3. In an interview on 2/8/2022 at 12:20 hours, the technical consultant
sateed that the corrective actions were requested, but never documented for the above
temperature requirements. .



