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Summary Statement of Deficiencies

The recertification survey was performed on 3/5,6/2024. The laboratory was found in
compliance with standard-level deficiencies cited. The findings were reviewed with
the quality director, technical consultant, and satellite operations director at the
conclusion of the survey.

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 areview of records, policies and procedures, and interview with the
technical consultant, the laboratory failed to follow their written policy for
establishing the means for new lot numbers of control materials prior to
implementation for six of six lot numbers. Findings include: (1) On 03/05/2024 at 11:
15 am, the technical consultant stated the following: (a) The laboratory performed
CBC (complete blood count) testing using the Sysmex X SN-1000 hematology
analyzer; (b) Three levels of XN Check QC (quality control) materials were tested
each morning with the start-up of the analyzer, with one level tested after four hours
and one level tested after eight hours (alternating levels by following a schedule
posted on the analyzer). (2) A review of the SOP (Standard Operation Procedure)
version 4, Titled, "Policy for the Determination of Targets & Limitsfor QC
Materials' under section C."Short Shelf-life Quality Control Material" required the
laboratory to test new lot numbers of controlsin paralel by analyzing each level of
control a minimum of twice aday for 5 days prior to the expiration of the previous lot.
After aminimum of 10 data points were accumulated the mean was calculated; (3) A
review of records for six control lot numbers identified the laboratory did not follow



their policy asfollows: (a) Lot #33141101, Lot #33141102, and Lot #33141103 - The
controls had been tested ten times over three days as follows: (i) Six timeson 11/20
12023; (ii) Three times on 11/21/2023: (iii) One time on 11/22/2023. (b) Lot
#40051101, Lot #40051102, and L ot #40051103 - The controls had been tested ten
times over three days as follows: (i) Five times on 01/17/2024; (ii) One time on 01/18
12024; (iii) Four times on 01/19/2024. (4) The findings were reviewed with the
technical consultant who stated on 03/06/2024 at 11:57 am, the laboratory did not
follow their written policy. 48517 Based on areview of policies and procedures,
observation, and interview with the technical consultant the laboratory failed to follow
their written policy for urine centrifuge speed settings from January 2022 through the
current date. Findings include: (1) On 03/05/2024 at 11:00 am, the technical
consultant stated the laboratory performed microscopic urine exams according to
laboratory policy; (2) On 03/05/2024 areview of the policy titled, "Routine Urinalysis
by Clinitek Series (Status, Status + & Advantus)” required the laboratory to centrifuge
specimens for 5 minutes at 400 relative centrifugal force (RCF); (3) Examination of
the Dashflex centrifuge display revealed that the lab was centrifuging at 340 RCF; (4)
The findings were reviewed with the technical consultant who confirmed on 03/05
/2024 at 11:00 am, the lab was centrifuging at 340 RCF.



