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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on review of the blood bank procedure manual, blood bank refrigerator alarm
activation records for 2018 and to date 2019 and interview with the general
supervisor, the laboratory failed to follow the procedure for performing quarterly
blood bank refrigerator alarm activation. Findings. 1. The blood bank procedure
manual states,"Low and high alarm activation: Done quarterly." 2. Review of blood
bank refrigerator alarm records revealed the laboratory performed low and high alarm
activation procedure less frequently than quarterly (three months). Records showed
the laboratory performed the low and high activation procedure once every four
months. 3. On interview November 13, 2019 at 11:30 AM, the general supervisor
confirmed the laboratory performed the low and high activation procedure less
frequently than quarterly as stated in the procedure manual.

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 observation of coagulation reagent, patient records for November 2019 and
interview with the general supervisor, the laboratory failed to ensure recombiplastin
reagent in use for prothrombin time patient testing had not exceeded the expiration
date. Findings. 1. Observation of coagulation reagent revealed one opened box with
three vials of recombiplastin reagent, lot number N1072885, expired October 2019
and in use November 13, 2019. 2. Review of patient records from November 1, 2019
and to date November 13, 2019 revealed seven patient prothrombin time tests were
performed using expired recombiplastin reagent. 3. Interview on November 13, 2019
at 11:30 AM the general supervisor confirmed the recombiplastin reagent expired and
was in use for patient prothrombin time testing.



