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Summary Statement of Deficiencies

ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(S): 493.1253(b)(1)

Each laboratory that introduces an unmodified, FDA-cleared or approved test system
must do the following before reporting patient test results: (1)(i) Demonstrate that it
can obtain performance specifications comparabl e to those established by the
manufacturer for the following performance characteristics: (1)(i)(A) Accuracy. (1)(i)
(B) Precision. (1)(i)(C) Reportable range of test results for the test system. (1)(ii)
Verify that the manufacturer's reference intervals (normal values) are appropriate for
the laboratory's patient popul ation.

This STANDARD is not met as evidenced by:

Based on review of the standard operating procedure manual (SOPM) and interview
with the technical consultant (TC), the laboratory's SOPM listed two different
reportable ranges for arterial blood gas (ABG) testing. Findings: 1. The SOPM
contained two sections that defined the reportable ranges for ABG analytes. 2. The
"Reportable Ranges' SOP listed the following reportable ranges: a. Potential of
hydrogen (pH): 6.30-8.00 b. Partial pressure of carbon dioxide (pC0O2): 5-250 c.
Partial pressure of oxygen (pO2): 0-800 3. Section "11.0 Reportable Range of ABL 80
with CO-OX" of the SOPM listed the following reportable ranges: a. pH: 6.80-7.90 b.
pCO2: 5-120 mmHg c. pO2: 0-730 mmHg 4. During the survey on 04/17/2024 at 1:30
PM, the TC confirmed that the laboratory's SOPM listed two different reportable
ranges for ABG testing and that the laboratory would have to confirm which
reportable ranges were accurate based on the verification of the manufacturer's
performance specifications.

TEST REPORT
CFR(9): 493.1291(d)

Pertinent "reference intervals' or "normal” values, as determined by the |aboratory



D6015

performing the tests, must be available to the authorized person who ordered the tests
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:

Based on review of the standard operating procedure manual (SOPM), final test
reports, and electronic medical record (EMR) results and interview with the technical
consultant (TC), the laboratory's normal ranges were not consistent between the SOP,
the final test report, and the EMR for arterial blood gas (ABG) testing. Findings: 1.
Patient results for ABR testing were released in a hardcopy final test report (report) as
well asin the patient's EMR. 2. Results were reviewed for patient ID 018110 tested on
03/28/2023. 3. Below were the normal ranges listed for partial pressure of carbon
dioxide (pCO2): a. From the SOP: 35-45 Torr b. From the report: 36-47 mmHg c.
From the EMR: 35.0-45.0 mmHg 4. Below were the normal ranges listed for partial
pressure of oxygen (pO2): a. From the SOP: 80-90 Torr b. From the report: 65-95
mmHg c. From the EMR: 80-90 mmHg 5. Below were the normal ranges listed for
oxygen saturation: a. From the SOP: 95-99% b. From the report: 93-97.5% c. From
the EMR: 95.0-99.0% 6. Below were the normal ranges listed for base excess ABG (B.
E.): a From the SOP: -2 to +2 mEg/L b. From the report: -3 to +3 with no units c.
From the EMR: no range was listed 7. Below were the normal ranges listed for
bicarbonate (HCO3): a. From the SOP: 22-26 mEQ/L b. From the report: 22-26 mEq
/L c. From the EMR: no range was listed 8. During the survey on 04/17/2024 at 1:30
PM, the TC confirmed that the SOP, the final test report, and the EMR results listed
different normal ranges for patient ABR results interpretation.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(€)(4)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (€)(4) Ensure that the laboratory is enrolled in an HHS approved
proficiency testing program for the testing performed.

This STANDARD is not met as evidenced by:

Based on proficiency testing (PT) record and patient results review and interview with
the technical consultant (TC), the laboratory director failed to ensure that the
laboratory was enrolled in an approved PT program for the concentration of total
hemoglobin (ctHb) when results were reported in the el ectronic medical record
(EMR). Findings: 1. The laboratory performed patient testing on the ABL80 Flex CO-
OX analyzer. 2. The ABL80 analyzer reported results for blood gases as well as ctHb,
which included results for oxyhemoglobin, carboxyhemoglobin, and methemoglobin.
3. Prior to implementing an EMR system, the |aboratory reported patient resultsin a
hardcopy final report that only included the results for blood gases. Once the EMR
was implemented, results from all analytes from the ABL80 analyzer were reported in
the patient's EMR. 4. The laboratory currently reports patient results in a hardcopy
final report aswell asthe EMR system. 5. The laboratory was enrolled in PT for blood
gases only. When ctHb began being reported in the EMR, the laboratory did not enroll
in an approved PT program. 6. During the survey on 04/17/2024 at 1:30 PM, the TC
confirmed that the laboratory was not enrolled in PT for ctHb which was being
reported in the EMR system.



