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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 direct observation and an interview with the testing personnel and outreach
laboratory manager on 12/03/2018 at 11:00 am., it was determined that the |aboratory
failed to ensure its Modified Wrights stain was not used beyond its expiration date.
Thefindingsinclude: 1. A bottle of Sigma Aldrich Modified Wrights stain, ot
SLBT6367, opened on 04/29/2018 and expired on 10/01/2018 was available for usein
the laboratory. 2. 22 patient hematology blood smears were stained with the expired
reagent in October. 3. 23 patient hematology blood smears were stained with the
expired reagent in November.

D6093 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality control programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on direct observation and an interview with the testing personnel and outreach
laboratory manager on 12/03/2018 at 11:00 am., it was determined that the |aboratory
failed to assure the quality of the Modified Wrights stain it used to stain 45 patient
blood smears. Refer to D5417.



