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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5417 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 review of 2017 - 2019 |aboratory test records for fungal culturesusing DTM
(Dermatophyte Test Media), and interview with an assistant, it was determined that
the laboratory used fungal culture media past it's expiration date. Findings included: a.
The laboratory had received and used DTM lot # D-1208-116, expiration date 11/29
/18. b. The assistant affirmed (3/08/19) the aforementioned |ot number of DTM had
been used for fungal culturesinoculated on 1/31/19 and 1/22/19; and thusit was
determined that expired culture media was used past it's expiration date. c. The
reliability and quality of Negative fungal culture results could not be assured when
expired DTM was used. The assistant affirmed (3/08/19) the laboratory performed
approximately 18 DTM cultures annually. Two out of 2 negative fungal cultures
reviewed included one inoculated on 1/22/19 and one on 1/31/19.



