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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on review of 2018, 2019, and 2020 |aboratory records and interview with the
GS (general supervisor) and TP (testing personnel) 2/26/20, the laboratory failed to
retain al analytic systems records for at least two years. Findings: 1. 2018 room and
refrigerator temperature and room humidity records were not available for review at
the time of the survey. 2. 2018 Coulter AcT diff 2 daily maintenance (startup
/shutdown) records were not available for review at the time of the survey. 3. Records
of a Coulter AcT diff 2 calibration performed 6/22/18 were not available for review at
the time of the survey. 4. The assay sheet for 4C-ES Cell Control |ot number 068600
/078600/088600 with expiration date 1/27/20 was not available for review at the time
of the survey. During interview at approximately 12:50 p.m., the GS and TP #3 stated
that the 2018 records must have been accidentally discarded when old records were
purged.

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 2018, 2019, and 2020 hematology quality control records and
interview with TP (testing personnel) 2/26/20, the laboratory failed to discard
hematology quality control material that exceeded its expiration date. 72 patients were
tested on 2 days using the expired control material. Review of 2018, 2019, and 2020
Coulter AcT diff 2 quality control records revealed the laboratory failed to discard
Coulter 4C-ES quality control material (ot number 068000/078000/088000) that
expired 11/4/19. The expired control material was used for patient testing on 11/5/19
and 11/6/19. 33 patients were tested 11/5/19 and 39 patients were tested 11/6/19.
During interview at approximately 11:55 am., TP #3 confirmed that expired controls
were used for patient testing. She stated the testing personnel who ran controls those
days didn't recognize the icon on the analyzer which indicated the control material
was expired.



