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Summary Statement of Deficiencies

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 record review and interview with the laboratory liaison, the laboratory
failed to document corrective action for improper storage of the Michelles Medium,
Viral Culture, and Funga Culture mediafor 2 (February 2019 to February 2021) of
two years reviewed. Findings include: 1. A record review of the "Room and
Equipment Quality Control - Temperature Log Sheet" revealed for 2 of 2 years the
refrigerator that stored the Michelles Medium, Vira Culture, and Fungal Culture
media the temperature was outside of the stated range of 35.6 - 46.4 on specific days
with no corrective action taken as follows: a. 7/15/19 - 46.5 b. 1/8/20 - 35.4 c. 6/8/20 -
34.5d. 6/11/20 - 33.9 e. 6/22/20 - 34.8 f. 6/24/20 - 35.0 g. 6/25/20 - 34.6 h. 6/29/20 -
35.01. 7/2/20 - 35.0j. 7/13/20 - 35.0 k. 7/20/20 - 35.4 1. 8/20/20 - 31.8 m. 8/24/20 -
35.2n. 8/27/20 - 35.0 0. 11/3/20 - 35.0 p. 11/16/20 - 35.4 2. A interview on 2/01/21 at
10:30 am, the laboratory liaison confirmed that no corrective action was taken for the
temperatures outside the stated range.



