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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 complete blood count (CBC) data log, the patient test
management procedure, and interview with testing personnel number one, the
laboratory failed to follow the procedure for patient test management in-house
laboratory request and reporting, in 2019. The findingsinclude: 1) Review of the
February 2019 CBC instrument data log revealed on February 16, 2019, a CBC was
performed in-house on patient number one. 2) Review of the laboratory patient test
management procedure revealed, "Requisition: 1. The orders for the laboratory testing
will be by verbal or written order from the physician or from the patient's Lab Test
Requisition, Encounter Form or the super bill. Verbal orders are followed by written
orders from the physician within 30 days. ... Reporting of Results. 1) All tests results
performed in-house will be placed in the LIS (if appropriate) and will be scanned into
the electronic medical records (if appropriate). If paper charts are used the tests results
will be placed on the chart for permanent records.” 3) Interview on October 9, 2019 at
11:35 a.m. with testing personnel number one confirmed the following: On February
16, 2019, patient number one's provider gave averbal order to the laboratory
requesting a CBC on patient number one. The verbal CBC request was not followed
with awritten CBC request via alab test requisition, encounter form or super bill for
patient number one. The verbal order was not followed with awritten order from the
provider. On February 16, 2019, a CBC was performed on patient number one. The



CBC instrument printout was given/reported to the requesting provider. Patient
number one CBC results were not placed in the LIS or the electronic medical record.
There are no paper charts.



