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Summary Statement of Deficiencies

ROUTINE CHEMISTRY
CFR(S): 493.841(c)

Failure to participate in atesting event is unsatisfactory performance and resultsin a
score of O for the testing event. Consideration may be given to those laboratories
failing to participate in atesting event only if-- (1) Patient testing was suspended
during the time frame allotted for testing and reporting proficiency testing results; (2)
The laboratory notifies the inspecting agency and the proficiency testing program
within the time frame for submitting proficiency testing results of the suspension of
patient testing and the circumstances associated with failure to perform tests on
proficiency testing samples; and (3)The laboratory participated in the previous two
proficiency testing events.

This STANDARD is not met as evidenced by:

Based on areview of Proficiency Testing (PT) records from 2022 and interview with
the general supervisor (GS-1), the laboratory failed to participate in the second testing
event of 2022 for Arterial Blood Gases (ABG) resulting in unsatisfactory performance
and a score of 0% for the testing event, and the laboratory failed to suspend patient
testing during that time period. Findings include: 1. The laboratory performs ABG
testing on patients under the subspecialty of Routine Chemistry. 2. The laboratory
reported a PT sample issue to the PT provider, College of American Pathologists
(CAP), for ABG samples received by the laboratory for the second testing event of
2022. 3. The laboratory failed to participate in the second testing event of 2022 for
ABG testing, resulting in unsatisfactory performance and a score of 0% for that
testing event. 4. The laboratory failed to suspend patient testing during the time frame
allotted for testing and reporting proficiency testing results during the second testing
event of 2022 for ABG testing. 5. The GS-1 interviewed on 1/18/24 at 11:30 AM
confirmed the laboratory failed to participate in the second testing event of 2022 for
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ABG testing resulting in unsatisfactory performance and a score of O for that testing
event, and failed to suspend patient testing during that timeframe. 6. The laboratory's
annual test volume under the specialty of Chemistry is 230,976.

ROUTINE CHEMISTRY
CFR(s): 493.841(¢)

(1) For any unsatisfactory analyte or test performance or testing event for reasons
other than afailure to participate, the laboratory must undertake appropriate training
and employ the technical assistance necessary to correct problems associated with a
proficiency testing failure. (2) For any unacceptable analyte or testing event score,
remedial action must be taken and documented, and the documentation must be
maintained by the laboratory for two years from the date of participation in the
proficiency testing event.

This STANDARD is not met as evidenced by:

Based on review of the proficiency testing (PT) scores from 2023, review of the
performance review documented by the laboratory, and interview with the general
supervisor (GS-1), the laboratory failed to undertake appropriate training and employ
the technical assistance necessary to correct problems associated with the
unsatisfactory results received for the regulated analyte, PO2. Findings include: 1. The
laboratory performs Arterial Blood Gas (ABG) testing utilizing the Siemens
RapidPoint 500 analyzer under the subspecialty of Routine Chemistry. 2. PT records
provided by the College of American Pathologists (CAP) and reviewed during the
survey show an unsatisfactory score of 60% for the regulated analyte, PO2, for the
second ABG event of 2023. 3. No evidence was provided to indicate the |aboratory
had undertaken appropriate training and employ the technical assistance necessary to
correct problems associated with the unsatisfactory results indicated above. 4. The GS-
1interviewed on 1/18/24 at 12:15 PM acknowledged that the |aboratory failed to
undertake appropriate training and employ the technical assistance necessary to
correct problems associated with the unsatisfactory resultsindicated above. 5. The
laboratory's annual test volume under the specialty of Chemistry is 230,976.

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

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on lack of analytic records for review and interview with the general supervisor
(GS-1), (A) the laboratory failed to retain patient test records for hematology testing
for at least two years; (B) failed to retain the manufacturer's package inserts for
reagents, quality control (QC), and test kits used for Chemistry testing for at least two
years. Findingsinclude: Al. The laboratory performs Complete Blood Count (CBC)
testing on the Sysmex XN-2000 analyzer under the specialty of Hematology with an
approximate annual test volume of 77,033. A2. During the survey conducted on
January 18, 2024, no documentation was presented for review to indicate the
laboratory retained instrument printouts showing patient test results for at least two
years from the Sysmex XN-2000 analyzer prior to 7/10/22. A3. The GS-1 interviewed
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on 1/18/24 at 2:40 PM confirmed the laboratory failed to retain instrument printouts
from the Sysmex XN-2000 analyzer showing patient test results for at least 2 years.
B1. The laboratory utilizes the Abbott Architect ci4100 and the Medline HCG Combo
Pregnancy kit to perform patient testing under the specialty of Chemistry, with a
reported annual test volume of 230,976. B2. No documentation was presented for
review to indicate the laboratory retained the manufacturer's assay information sheets
for at least 2 years for each lot of QC material and test reagent material used on the
Abbott Architect ci4100 chemistry analyzer. B3. No documentation was presented for
review to indicate the laboratory retained the manufacturer's package inserts for at
least 2 years for each lot number of the Medline hCG Combo Pregnancy test kits used
by the laboratory during 2022, 2023, and 2024 through the date of the survey. B4. The
GS-1interviewed on 1/18/24 at 3:56 PM confirmed the laboratory failed to retain the
manufacturer's assay information sheets and package inserts for at least 2 yearsfor
each lot of QC and test reagent material used on the analyzer and test kit indicated
above.

SPECIMEN IDENTIFICATION AND INTEGRITY
CFR(S): 493.1232

The laboratory must establish and follow written policies and procedures that ensure
positive identification and optimum integrity of a patient's specimen from the time of
collection or receipt of the specimen through completion of testing and reporting of
results.

This STANDARD is not met as evidenced by:

Based on direct observation of collected specimens, review of establish policies and
procedures for specimen collection and handling and interviews with the testing
personnel (TP) and general supervisor (GS-1), the laboratory failed to follow
established policies and procedures to ensure optimum integrity of a patient's
specimen from the time of collection or receipt of the specimen through completion of
testing and reporting of results as evidenced by: (A) the laboratory's failure to record
the collection date on one of one specimen label and (B) the laboratory's failure to test
a patient sample within the ssmple's stability time frame. Findingsinclude: A1. The
laboratory performs patient testing in the specialties of Microbiology, Diagnostic
Immunology, Chemistry, Hematology and Immunohematology with a reported annual
test volume of 314,052. A2. The laboratory's established 'Specimen Collection and
Handling' procedure reviewed states: "All specimens must be labeled with patient
name (first and last), patient's ID number, date and time of collection, and method of
collection (clean-catch, cath, deep-suctioned, etc.).” A3. Direct observation of the
specimen label for one out of one specimen's collected by the laboratory showed the
laboratory failed to document the collection date on the specimen label (MR# 615386
collected on 1/18/24) to ensure acceptability of specimen integrity prior to testing. A4.
The TP and GS-1 interviewed during the survey on 1/18/24 at 1:45 PM stated the
collection date is not documented on the label of the specimens collected by the
laboratory. B1. The laboratory utilizes the Siemens RapidPoint 500 analyzer to
perform Arterial Blood Gas (ABG) testing on patient samples under the subspecialty
of Routine Chemistry. B2. The RapidPoint 500 policy and procedure reviewed during
the survey states: "Samplesin plastic syringes or capillaries should be kept at room
temp, aslong as analysis is performed within 30 minutes." B3. One out of two ABG
patient reports reviewed during the survey (MR#1058666 from 3/12/22 collected at 1.
30 PM; resulted at 2:10 PM) showed the ABG result was tested outside of the
established 30 minute time frame. B4. The GS-1 interviewed on 1/18/24 at 4:00 PM
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confirmed the laboratory failed to ensure optimum integrity of a patient's specimen
from the time of collection of the specimen through completion of testing and
reporting of results, as evidenced by testing the patient specimen indicated above
which was outside of the sample stability time frame established in the laboratory's
policy and procedure.

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on lack of employee competency policies and procedures for review and
interview with the general supervisor (GS-1), the laboratory failed to establish policies
and procedures to assess the competency of the Technical Consultant (TC), Technical
Supervisor (TS) and General Supervisor (GS). Findingsinclude: 1. The CM S-209,

L aboratory Personnel form submitted for review during the survey conducted on 1/18
124 listed four TC's, three TS's and two GS's who provide technical oversight for
testing performed in the specialties of Microbiology, Diagnostic Immunology,
Chemistry, Hematology and Immunohematology. 2. No documentation was presented
for review to indicate the laboratory established policies and procedures to assess the
competency of the TC's, TSsand GS's. 3. The GS-1 interviewed on 1/18/24 at 1:.00
PM confirmed the laboratory failed to have policies and procedures established to
assess the competency of the laboratory personnel indicated above.

GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:

Based on review of Quality Assessment (QA) policies and procedures, analytic test
records, and interview with the general supervisor(GS-1), the laboratory's established
QA policies and procedures failed to monitor, assess and, when indicated, correct
problems identified in the general laboratory systems specified in 493.1231 through
493.1236. Findingsinclude: 1. No QA documentation was presented for review
during the survey to indicate the laboratory monitored, assessed and, when indicated,
corrected problemsidentified with Proficiency Testing (PT). See D2089 and D2094
for findings. 2. No QA documentation was presented for review during the survey to
indicate the laboratory monitored, assessed and, when indicated, corrected problems
identified with alack of personnel competency assessments. See D5209 for findings.
3. No QA documentation was presented for review during the survey to indicate the
laboratory monitored, assessed and, when indicated, corrected problems identified
with the lack of record retention under the specialities of Hematology and Chemistry.
See D3031 for findings. 4. No QA documentation was presented for review during the
survey to indicate the laboratory monitored, assessed and, when indicated, corrected
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problems identified with sample labeling and sample integrity. See D5203 for
findings. 5. The GS-1 interviewed on 1/19/24 at 11:45 AM confirmed the laboratory's
QA processes were not effective at monitoring, identifying and correcting problems
associated with the general |aboratory systems.

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 lack of performance specification documentation for the Medline HCG
Combo Pregnancy test kit and interview with the general supervisor (GS-1), the
laboratory failed to verify the manufacturer's performance specifications for the serum
HCG test system, including accuracy, precision, reportable range and reference range,
prior to reporting patient test results. Findings include: 1. The laboratory uses the
Medline HCG Combo Pregnancy kit to perform HCG testing on serum samples under
the subspecialty of Endocrinology. Patient testing began in February 2020. 2. The
laboratory failed to demonstrate that it can obtain performance specifications for the
serum HCG test system comparable to those established by the manufacturer prior to
reporting patient test results, including accuracy, precision, reportable range and
reference range. 3. The GS-1 interviewed on 1/18/24 at 4:30 PM confirmed that no
evidence was provided for review to indicate the laboratory verified the
manufacturer's performance specifications for the serum HCG test system prior to
testing patients. 4. The laboratory performs approximately 188 serum HCG tests
annually.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(3)(2)

For unmodified manufacturer's equi pment, instruments, or test systems, the laboratory
must perform and document function checks as defined by the manufacturer and with
at least the frequency specified by the manufacturer. Function checks must be within
the manufacturer's established limits before patient testing is conducted.

This STANDARD is not met as evidenced by:

Based on review of hematology test records and interview with the general supervisor
(GS-1) the laboratory failed to document the background count performed each day
prior to patient testing on the hematology analyzer. Findings include: 1. The
laboratory performs patient testing on the Sysmex XN-2000 hematology analyzer,
with an approximate annual test volume of 77,033. 2. No documentation was
presented for review to indicate the laboratory performed and retained background
count doucumention prior to 7/10/22. 3. The GS-1 interviewed on 1/18/24 at 2:40 PM
confirmed that the laboratory failed to have documention of the background count
performed each day prior to testing patients prior to 7/10/22.
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CONTROL PROCEDURES
CFR(S): 493.1256(d)(1)(2)(g)

Unless CM S Approves a procedure, specified in Appendix C of the State Operations
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--
(d)(1) Perform control procedures as defined in this section unless otherwise specified
in the additional specialty and subspecialty requirements at 493.1261 through
493.1278. (d)(2) For each test system, perform control procedures using the number
and frequency specified by the manufacturer or established by the laboratory when
they meet or exceed the requirements in paragraph (d)(3) of this section. (g) The
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on lack of Quality Control (QC) documentation and interview with the general
supervisor (GS-1), (A) the laboratory failed to perform and document control
procedures using the frequency indicated in the laboratory's Individualized Quality
Control Plan (IQCP) for testing performed in the subspecialty of Bacteriology; and
(B) the laboratory's established IQCP for 3 out of 3 test systems failed to include the
Quality Assessment (QA) component. Findingsinclude: A1. The laboratory performs
Clostridium difficile (C. Diff) testing on patient specimens using the GeneX pert
Cepheid analyzer under the subspecialty of Bacteriology. A2. The laboratory's
Individualized Quality Control Plan (IQCP) for the C. Diff test system reviewed
during the survey on 1/19/24 stated, "External QC (1 positive and 1 negative)
performed per |ot/shipment; External QC (1 positive and 1 negative) performed
monthly. A3. The laboratory failed to perform and document external QC using
positive and negative control materialsin February 2022 and April 2022, for C. Diff
testing performed on the Cepheid analyzer. QC records reviewed from that timeframe
indicated the laboratory performed positive and negative controls on 01/24/22, 3/17
122, 3/25/22 and 5/26/22. A4. The number of patients affected could not be
determined at the time of the survey. The laboratory performs 5,181 tests annually
under the specialty of Microbiology. A5. The GS-1 interviewed on 1/19/24 at 9:35
AM confirmed the laboratory failed to perform and document positive and negative
quality control for C. Diff testing in February and April 2022. B1. The laboratory's
established IQCP's reviewed during the survey for 3 out of 3 test systemsfailed to
include the QA component. The test systemsinclude: Medline Serum hCG test kit,
Medtox Drug Screen analyzer, and the GeneX pert Cepheid analyzer which tests for
the C. Diff toxin, CT/NG, MRSA, and Strep A. B2. The GS-1 interviewed on 1/19/24
at 9:30 AM confirmed the IQCP's for the test systems above failed to include the QA
component.

ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and when indicated, correct problems
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The
laboratory must document all analytic systems assessment activities.

This STANDARD is not met as evidenced by:
Based on review of Quality Assessment (QA) policies and procedures, analytic test
records, and interview with the general supervisor (GS-1), the laboratory's established
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QA policies and procedures failed to monitor, assess and, when indicated, correct
problems identified in the analytic systems specified in 493.1251 through 493.1283.
Findingsinclude: 1. No QA documentation was presented for review during the
survey to indicate the laboratory monitored, assessed and, when indicated, corrected
problems identified with alack of quality control (QC) records for testing performed
in the subspecialty of Bacteriology. See D5545 for findings. 2. No QA documentation
was presented for review during the survey to indicate the laboratory monitored,
assessed and, when indicated, corrected problems identified with alack of background
count records for testing performed in the specialty of Hematology. See D5431 for
findings. 3. No QA documentation was presented for review during the survey to
indicate the laboratory monitored, assessed and, when indicated, corrected problems
identified with the lack of performance specification documention for testing
performed under the subspecialty of Endocrinology. See D5421 for findings. 4. The
GS-1interviewed on 1/19/24 at 11:45 AM confirmed the laboratory's QA processes
were not effective at monitoring, identifying and correcting problems associated with
the analytic systems.

TEST REPORT
CFR(S): 493.1291(a)

The laboratory must have an adequate manual or electronic system(s) in place to
ensure test results and other patient-specific data are accurately and reliably sent from
the point of data entry (whether interfaced or entered manually) to final report
destination, in atimely manner. Thisincludes the following: (a)(1) Results reported
from calculated data. (a)(2) Results and patient-specific data el ectronically reported to
network or interfaced systems. (a)(3) Manually transcribed or electronically
transmitted results and patient-specific information reported directly or upon receipt
from outside referral |aboratories, satellite or point-of-care testing locations.

This STANDARD is not met as evidenced by:

Based on review of laboratory policies and interview with the general supervisor (GS-
1), the laboratory failed to follow their established policy to ensure test results and
other patient-specific data are accurately and reliably sent from the point of data entry
(whether interfaced or entered manually) to final report destination, in atimely
manner. Findings include: 1. The laboratory performs patient testing on the following
interfaced analyzers: Siemens RAPIDPoint 500, Werfen ACL Top 350, Arkray AU
4050, Sysmex XN-2000, Abbott Architect ci4100 and MEDTOX Scan analyzers. Test
results and patient-specific data are electronically interfaced from the analyzersto
CPSI Evident Thrive, the Laboratory Information System (L1S). 2. The laboratory's
Quality Assessment policy states. "Accuracy of interfaced laboratory resultsis
verified periodically by comparing the analyzer printout with results printed from the
LI1S." 3. The laboratory failed to produce documentation from 2022, 2023 and 2024
(through the date of the survey) to demonstrate the laboratory followed the policy
referenced above to ensure patient test results and patient-specific data are accurately
and reliably electronically interfaced from the the laboratory analyzers indicated
aboveto theLIS. 4. The GS-1 interviewed on 1/19/24 at 11:30 AM confirmed the
laboratory failed to follow their established policy to verify the accuracy of patient
test results and patient-specific data which are electronically interfaced from the
laboratory analyzers indicated above to the LIS. 5. The laboratory performs
approximately 308,009 tests annually under the speciaties of Chemistry and

Hematol ogy.
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TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on lack of performance evaluation documentation and interview with the
general supervisor (GS-1), the technical consultant failed to evaluate and document
the performance of one out of four testing personnel, at least semiannually during the
first year the individual tested patient specimens. Findingsinclude: 1. No semiannual
competency evaluation documentation was presented for review for one out of four
testing personnel (TP-8) who was hired in February 2022. 2. The GS-1 interviewed on
1/18/24 at 1:00 PM confirmed the technical consultant failed to perform and
document a semiannual competency evaluation for the testing personnel indicated
above.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on lack of performance evaluation documentation and interview with the
general supervisor (GS-1), the technical consultant failed to evaluate and document
the performance of one out of four testing personnel, at least semiannually during the
first year the individual tested patient specimens. Findingsinclude: 1. No semiannual
competency evaluation documentation was presented for review for one out of four
testing personnel (TP-8) who was hired in February 2022. 2. The GS-1 interviewed on
1/18/24 at 1:00 PM confirmed the technical consultant failed to perform and
document a semiannual competency evaluation for the testing personnel indicated
above

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(7)(8)

(7) Thetechnical supervisor is responsible for identifying training needs and assuring
that each individual performing tests receives regular in-service training and education
appropriate for the type and complexity of the laboratory services performed; (8)
Evaluating the competency of all testing personnel and assuring that the staff maintain
their competency to perform test procedures and report test results promptly,
accurately and proficiently.

This STANDARD is not met as evidenced by:

Based on review of annual competency evaluation documentation from 2023 for one
out of one testing personnel (TP-11) and interview with the general supervisor (GS-1),
the technical supervisor failed to perform the evaluation of competency for testing
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performed in the specialties of Immunohematology and Microbiology. Findings
include: 1. The annual competency evaluation reviewed during the survey for TP-11
from 2023 revealed that TP-1 evaluated the competency for high complexity testing
performed in the specialties of Immunohematology and Microbiology. 2. TP-1 was
not listed as a Technical Supervisor (TS) on the CMS-209, Laboratory Personnel
Form submitted by the laboratory during the survey. 3. The GS-1 interviewed on 1/18
/24 at 1:30 PM confirmed that TP-1 performed the competency evaluation for TP-11,
and TP-1isnot listedasaTS.

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at least
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on lack of performance evaluation documentation and interview with the
genera supervisor (GS-1), the technical supervisor failed to evaluate and document
the performance of one out of four testing personnel, at least semiannually during the
first year the individual tested patient specimens. Findings include: 1. No semiannual
competency evaluation documentation was presented for review for one out of four
testing personnel (TP-8) who was hired in February 2022. 2. The GS-1 interviewed on
1/18/24 at 1:00 PM confirmed the technical superviosr failed to perform and
document a semiannual competency evaluation for the testing personnel indicated
above.

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at least annually
after the first year, unless test methodology or instrumentation changes, in which case,
prior to reporting patient test results, the individual's performance must be reeval uated
to include the use of the new test methodology or instrumentation.

This STANDARD is not met as evidenced by:

Based on lack of performance evaluation documentation and interview with the
general supervisor (GS-1), the technical supervisor (TS) failed to evaluate and
document the performance of individuals responsible for high complexity testing at
least annually. Findings include: 1. No documentation of an annual competency
evaluation from 2022 was presented for review for four out of five testing personnel
(TP). 2. No documentation of an annual competency evaluation from 2023 was
presented for review for five out of nine testing personnel. 3. The GS-1 interviewed
on 1/18/24 at 1:00 PM confirmed the TS failed to evaluate and document the
performance of the testing personnel indicated above at |east annually during 2022
and 2023.



