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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(3)(2)

Test procedures. Retain a copy of each test procedure for at least 2 years after a
procedure has been discontinued. Each test procedure must include the dates of initial
use and discontinuance.

This STANDARD is not met as evidenced by:

Based on procedure manual review, lack of documentation and interview with staff,
the laboratory failed to include the date AcT Diff Il test procedure was discontinued.
Findingsinclude: 1. The laboratory started complete blood cell count testing using the
Sysmex XN 330 12/18/2018. 2. The laboratory failed to record the date of
discontinuance for the previous AcT Diff 1l instrument. 3. In an interview with staff
on 08/21/2019 at approximately 12:30 P.M. staff confirmed they did not record the
date AcT Diff 11 procedure was discontinued.

PROCEDURE MANUAL
CFR(S): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on new Sysmex XN 330 compl ete blood count procedure review, lack of
documentation and interview with staff, the laboratory director failed to sign and date
the new instrument procedure as approved. The laboratory tested approximately 5
specimens per day. Findings include: 1. The laboratory new procedure for the Sysmex
XN 330 failed to include the director's signature and date of approval. 2. In an
interview with testing personnel on 08/21/2019 at approximately 11:55 A.M. staff



stated the director had not approved the XN 330 complete blood count testing
procedure prior to testing patient samples in December 2018.



