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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Review of the CM S 209 Laboratory Personnel Report, the American Proficiency
Institute ( API) proficiency testing records, and staff interview found that the
laboratory failed to test proficiency testing samplesin the same manner asit routinely
tested patient samplesin five of five events for Chemistry and 4 of 4 events for
Hematology in 2020 and 2021. Findings were as follows: 1. Review of the CMS
Report 209 Laboratory Personnel report found the laboratory listed 34 testing
personnel performing non waived testing. 2. Review of the American proficiency
Institute (API) proficiency testing records for Chemistry and Hematol ogy/Coagulation
for the 1st testing event of 2020 through the second testing event of 2021 (3 testing
events per year) found that testing person three signed the attestation statements for 5
of 5 Chemistry testing events and four of four Hematology testing events. 3.
Interview of the technical consultant conducted June 17, 2021 at 10:20 AM confirmed
that testing person three performed all proficiency testing events.

CONTROL PROCEDURES
CFR(s): 493.1256(a)(b)(c)(q)

(a) For each test system, the laboratory is responsible for having control procedures
that monitor the accuracy and precision of the complete analytic process. (b) The
laboratory must establish the number, type, and frequency of testing control materials
using, if applicable, the performance specifications verified or established by the
laboratory as specified in 493.1253(b)(3). (c) The control procedures must-- (c)(1)



Detect immediate errors that occur due to test system failure, adverse environmental
conditions, and operator performance. (c)(2) Monitor over time the accuracy and
precision of test performance that may be influenced by changesin test system
performance and environmental conditions, and variance in operator performance. (g)
The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Review of quality control records and interview of facility personnel found that the
laboratory failed to have a means of evaluating the accuracy and precision of
Chemistry and Coagulation test performance over time for quality control materials
tested on the Triage meter (Troponin and D dimer) and the i Stat ( Blood gasses and
Lactate) . Findings included: 1. Review of laboratory quality control records for the
Triage metersin 2021 found no statistical information or graphs available for review
that would aid in identifying shifts and trends in quality control performance
occurring over time. Quality control material lot numbers used between January and
March 2021 for each of the Triage meters were: Meter 00084422 - D dimer Triage
Total 5 Control 1 lot C3553AN expiration 2021/03/27- used January 07, 2021 Triage
Total 5 Control 2 lot C3577AN expiration 2021/04/22- used January 07, 2021 Triage
Total 5 Control 1 lot C3654AN expiration 2021/06/04 - used January 23, 2021 Triage
Total 5 Control 2 lot C3668AN expiration 2021/06/30- used January 23, 2021 Triage
Total 5 Control 1 lot C3654AN expiration 2021/06/04 - used February 4, 2021 Triage
Total 5 Control 2 lot C3668AN expiration 2021/06/30- used February 4, 2021 Triage
Total 5 Control 2 lot C3658AN Expiration 2021/08/06 - used February 20, 2010
Triage Total 5 Control 2 lot C3671AN expiration 2021/09/04 - used February 20,
2021 Triage Total 5 Control 1 lot C3654AN expiration 2021/06/04 - used March 4,
2021 Triage Total 5 Control 2 ot C3671AN expiration 2021/09/04 - used March 4,
2021 Triage Total 5 Control 1 lot C3659AN expiration 2021/08/27 - used March 18,
2021 x2 Triage Total 5 Control 2 lot C3668AN expiration 2021/06/30- used March
18, 2021 x2 Meter 00084422 CKMB and Troponin Triage Total 5 Control 1 lot
C3553AN expiration 2021/03/27- used January 12, 2021 Triage Total 5 Control 2 lot
C3577AN expiration 2021/04/22- used January 12, 2021 Triage Total 5 Control 1 lot
C3654AN expiration 2021/06/04 - used January 21, 2021 Triage Tota 5 Control 2 |ot
C3577AN expiration 2021/04/22- used January 21, 2021 Triage Total 5 Control 1 lot
C3654AN expiration 2021/06/04 - used January 27, 2021 Triage Total 5 Control 2 |ot
C3668AN expiration 2021/06/30- used January 27, 2021 Triage Total 5 Control 1 lot
C3654AN expiration 2021/06/04 - used February 4, 2021 Triage Total 5 Control 2 lot
C3668AN expiration 2021/06/30- used February 4, 2021 Triage Total 5 Control 2 lot
C3658AN Expiration 2021/08/06 - used February 20, 2010 Triage Total 5 Control 2
lot C3671AN expiration 2021/09/04 - used February 20, 2021 Triage Total 5 Control
1 lot C3654AN expiration 2021/06/04 - used February 24, 2021 Triage Total 5
Control 2 lot C3670AN expiration 2021/08/21- used February 24, 2021 Triage Tota 5
Control 1 lot C3659AN expiration 2021/08/27 - used March 18, 2021 x2 Triage Total
5 Control 2 lot C3668AN expiration 2021/06/30- used March 18, 2021 x2 Triage
Total 5 Control 1 lot C3659AN expiration 2021/08/27 - used March 24, 2021 Triage
Total 5 Control 2 lot C3668AN expiration 2021/06/30- used March 24, 2021 Meter
00081982 - D dimer Triage Total 5 Control 1 lot C3553AN expiration 2021/03/27-
used January 07, 2021 Triage Total 5 Control 2 lot C3577AN expiration 2021/04/22-
used January 07, 2021 Triage Total 5 Control 1 lot C3654AN expiration 2021/06/04 -
used January 23, 2021 Triage Total 5 Control 2 lot C3668AN expiration 2021/06/30-
used January 23, 2021 Triage Total 5 Control 1 lot C3654AN expiration 2021/06/04 -
used February 4, 2021 Triage Total 5 Control 2 lot C3668AN expiration 2021/06/30-
used February 4, 2021 Triage Total 5 Control 2 lot C3658AN Expiration 2021/08/06 -



used February 20, 2010 Triage Total 5 Control 2 lot C3671AN expiration 2021/09/04
- used February 20, 2021 Triage Total 5 Control 1 lot C3654AN expiration 2021/06
/04 - used March 4, 2021 Triage Total 5 Control 2 lot C3671AN expiration 2021/09
/04 - used March 4, 2021 Triage Total 5 Control 1 lot C3659AN expiration 2021/08
/27 - used March 18, 2021 x2 Triage Total 5 Control 2 lot C3668AN expiration 2021
/06/30- used March 18, 2021 x2 Meter 00081982 CKMB and Troponin Triage Total 5
Control 1 lot C3553AN expiration 2021/03/27- used January 12, 2021 Triage Tota 5
Control 2 lot C3577AN expiration 2021/04/22- used January 12, 2021 Triage Tota 5
Control 1 lot C3654AN expiration 2021/06/04 - used January 21, 2021 Triage Total 5
Control 2 lot C3668AN expiration 2021/06/30- used January 21, 2021 Triage Tota 5
Control 1 lot C3654AN expiration 2021/06/04 - used January 27, 2021 Triage Total 5
Control 2 lot C3668AN expiration 2021/06/30- used January 27, 2021 Triage Tota 5
Control 1 lot C3654AN expiration 2021/06/04 - used February 4, 2021 Triage Total 5
Control 2 lot C3668AN expiration 2021/06/30- used February 4, 2021 Triage Total 5
Control 2 lot C3658AN Expiration 2021/08/06 - used February 20, 2010 Triage Total
5 Control 2 lot C3671AN expiration 2021/09/04 - used February 20, 2021 Triage
Total 5 Control 1 lot C3654AN expiration 2021/06/04 - used February 24, 2021
Triage Total 5 Control 2 lot C3670AN expiration 2021/08/21- used February 24, 2021
Triage Total 5 Control 1 lot C3658AN expiration 2021/08/06 - used March 18, 2021
Triage Total 5 Control 2 lot C3668AN expiration 2021/06/30- used March 18, 2021
Triage Total 5 Control 1 lot C3659AN expiration 2021/08/27 - used March 24, 2021
Triage Total 5 Control 2 lot C3668AN expiration 2021/06/30- used March 24, 2021 3.
The laboratory was asked to provide documentation of monitoring its quality control
results over time to detect shifts, trends and the overall performance. Levy Jennings
graphs were provided for CKMB quality control materials tested on the Triage meter
between January and May, 2021. No other documents were provided 4. Interview
with the Technical Consultant conducted on June 17, 2021 at 1:02 PM confirmed that
she did not have a means to evaluate and assess the performance of quality control
materials over time. She stated that she just got started on this this year and was
looking for a good graph to use.



