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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 record review and interview with the Office Manager, the laboratory failed
to ensure that blood used for immunohematology quality controls were not expired
prior to being used for 2 daysin the 2 years (2017, 2018) reviewed. Findings
Included: Review of the "NTP Health Center Rh Log" Sheet revealed on 07/07/2018
and 07/11/2018 the blood used for positive and negative controls expired on 07/06
/2018. Review of patient charge records for 07/07/2018 revealed 16 patients had been
tested and 16 patients had been tested on 07/11/2018. Interview on 01/22/18 at
approximately 11:00 AM, Office Manager confirmed that the documentation on the
logs indicated that expired blood was used for quality controls.



