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Summary Statement of Deficiencies

A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was
completed on August 20, 2023. The laboratory was not in compliance with applicable
CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The following
deficiencies were cited:

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 laboratory policy and procedure manual (SOP) review and staff interview,
the laboratory failed to establish and follow the required 6-step criteria competency
for 4 out of 4 Testing Personnel (TP). Findings include: 1. Competency document
review revealed the laboratory was performing competency, but failed to follow the
required 6-step CM S criteria policy and procedure for all Testing Personnel (TP)
listed on the CM S-209 form. 2. During an interview with the Laboratory Director and
Testing Personnel #1 (CMS-209) on July 20, 2023 at approximately 12:25 PM, in the
conference room, confirmed that competency was performed for all Testing Personnel
(TP), but the laboratory failed to follow the required 6-step criteria for competency.

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:
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Based on review of the American Academy of Family Physicians(AAFP) for 2021
and American Associates of Bioanalysts (AAB) Proficiency Testing (PT) documents
for 2022 for Hematology, and staff interview, the laboratory failed to provide the
evaluation documentation. The Findingsinclude: 1. A review of the AAB-PT
hematology overall score (80%) for the leukocytes, erythrocytes (80%), hemoglobin
(80%), and hematocrit (80%) evaluation report for event Q1, the laboratory failed to
provide corrective action. 2. A review of American Academy of Family Physicians
(AAFP) overall score of (93%) with the hemoglobin (80%) and the hemtocrit (80%)
for PT 2021-A, the laboratory failed to provide corrective action. 3. During an
interview with the Testing Personnel #1 (CMS-209) on July 20, 2023 at 11:15 AM in
the conference room, confirmed the findings above.

GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(9): 493.1239(b)(c)

(b) The general laboratory systems quality assessment must include areview of the
effectiveness of corrective actions taken to resolve problems, revision of policies and
procedures necessary to prevent recurrence of problems, and discussion of general
laboratory systems quality assessment reviews with appropriate staff. (c) The
laboratory must document all general |aboratory systems quality assessment activities.

This STANDARD is not met as evidenced by:

Based on quality assessment (QA) document review and staff interview, the
laboratory failed to document quality assessment activities as required. The findings
include: 1. Laboratory QA document review revealed the lack of a QA checklist for
2021 (January 2021- December 2021) and 2022 (January 2022-December 2022), and
thus far 2023 (January-May 2023). 2. During an interview with the L aboratory
Director and TP#1 (CM S 209), on August 20, 2023 at 2:25 PM, in the conference
room, confirmed the lack of a QA checklist for 2021, 2022, and thus far 2023.

SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(s): 493.1242(a)

The laboratory must establish and follow written policies and procedures for each of
the following, if applicable: (1) Patient preparation. (2) Specimen collection. (3)
Specimen labeling, including patient name or unique patient identifier and, when
appropriate, specimen source. (4) Specimen storage and preservation. (5) Conditions
for specimen transportation. (6) Specimen processing. (7) Specimen acceptability and
rejection. (8) Specimen referral.

This STANDARD is not met as evidenced by:

Based on review of the general |aboratory standard operating procedure manual (SOP)
and staff interview, the laboratory failed to establish written instructions for sending
specimens to an outside reference laboratory for testing. The findingsinclude: 1. A
review of the SOP confirmed that a written policy and procedure (to include
collection, preservation, storage, transport, testing schedule times, and how to obtain
additional assistance) was not available for staff to follow when sending specimens to
Atrium Hospital in Milledgeville. 2. During an interview with Testing Personnel #1
(CMS-209) on July 20, 2023 at approximately 12:30 PM, in the breakroom,
confirmed that the laboratory did not have a written policy and procedure for staff to
follow when sending specimens to reference laboratories.
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TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(b)

The laboratory must define criteria for those conditions that are essential for proper
storage of reagents and specimens, accurate and reliable test system operation, and
test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity.
(4) Protection of equipment and instruments from fluctuations and interruptionsin
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:

Based on temperature document review and staff interview, the laboratory failed to
ensure that the room temperature was recorded for 2021, 2022, and 2023. The
Findingsinclude: 1. Temperature document review revealed the |aboratory failed to
ensure that the room temperature was recorded for 2021 (January-December), 2022
(January-December), and 2023(January-July). 2. During an interview with Testing
Personnel #1(CM S-209) on July 25, 2023 at approximately 12:20 PM, in the
conference room, confirmed that the room temperature was not recorded for 2021,
2022, and thus far 2023.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(4)(iv)

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-- (e)(4)(iv) Ensure that an approved corrective action planisfollowed
when any proficiency testing results are found to be unacceptable or unsatisfactory.

This STANDARD is not met as evidenced by:

Based on review of the American Academy of Family Physicians(AAFP) for 2021
and American Associates of Bioanalysts (AAB) Proficiency Testing (PT) documents
for 2022 for Hematology, and staff interview, the laboratory failed to provide
corrective action. The Findingsinclude: 1. A review of the AAB-PT hematology
overall score (80%) for the leukocytes, erythrocytes (80%), hemoglobin (80%), and
hematocrit (80%) evaluation report for event Q1, the laboratory failed to provide
corrective action. 2. A review of American Academy of Family Physicians (AAFP)
overall score of (93%) with the hemoglobin (80%) and the hemtocrit (80%) for PT
2021-A, the laboratory failed to provide a corrective action. 3. During an interview
with the Testing Personnel #1 (CM S-209) on July 20, 2023 at 11:15 AM in the
conference room, confirmed the laboratory failed to provide a corrective action.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(12)

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. (e) The laboratory



director must-- (€)(12) Ensure that policies and procedures are established for
monitoring individuals who conduct preanalytical, analytical, and postanalytical
phases of testing to assure that they are competent and maintain their competency to
process specimens, perform test procedures and report test results promptly and
proficiently, and whenever necessary, identify needs for remedial training or
continuing education to improve skills;

This STANDARD is not met as evidenced by:

Based on review of personnel competency assessment records and staff interview, the
Laboratory Director(LD) failed to include the six required competency assessment
criteriawhen evaluating competency for the Testing Personnel (TP). The findings
include: 1. Review of testing personnel competency assessment records for 2021 and
2022 and thus far 2023 on 4 of 4 employees revealed the assessment did not include
the six competency assessment criteriarequired by CLIA. 2. During an interview with
the Laboratory Director and Testing Personnel#1 (CM S-209) on July 20, 2023 at
approximately 12:25 PM in the conference room, confirmed that the Laboratory
Director ensure that the competency assessment included the 6-step competency
assessment criteriarequired by CLIA.



