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Summary Statement of Deficiencies

The recertification survey was performed on 09/10/2026 through 09/11/2026 The
laboratory was found out of compliance with the following CLIA Condition.
493.1409; D6033: Technica Consultant

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on areview of records and interviews with the technical consultant, the
laboratory failed to review and evaluate proficiency testing results for one of five
Hematology Proficiency Testing events reviewed in 2025 and 2026. Findings include:
(1) On 09/10/2026, areview of Hematology Proficiency Testing records for five
events (First 2025, Second 2025, Third 2025, First 2026, and Second 2026) identified
the following failures with no evidence that a corrective action had been documented
as performed: (a) First 2025 Event: (i) The laboratory attained a score of 80% for
Eosinophils (Sample DXH-04); (2) Interview with the technical consultant on 09/10
/2026 at 12:00 pm confirmed a corrective action had not been taken and documented
for the failure.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

(a)(1) Maintenance as defined by the manufacturer and with at least the frequency
specified by the manufacturer.

This STANDARD is not met as evidenced by:



D6033

D6035

Based on areview of records, manufacturer'sinstructions, and interview with the
technical consultant, the laboratory failed to ensure the manufacturer's instructions
were followed for performing maintenance procedures for one of two analyzers
reviewed from September 2025 through August 2026. Findings include: (1) On 09/10
12026 at 12:12 pm, the technical consultant stated the laboratory performed COVID-
19, influenza A, influenza B and respiratory syncytial virus (RSV) testing using the
GeneXpert DX system and the Xpert Xpress CoV-2/FU/RSV plus cartridge; (2) On 09
/10/2026, areview of the manufacturer's maintenance checklist showed the following
required maintenance procedures: (a) Quarterly: (i) Clean plunger rod and cartridge
bay (ii) Clean instrument surfaces (iii) Replace fan filters (3) A review of maintenance
records from September 2025 through August 2026 identified quarterly maintenance
had not been documented as performed as follows: (a) Between 09/16/2025 and 03/06
12026 (4) The records were reviewed with the technical consultant who stated on 09/10
/2026 at 02:35 pm, the quarterly maintenance procedure had not been documented as
performed as stated above.

TECHNICAL CONSULTANT-MODERATE COMPLEXITY
CFR(S): 493.1409

The laboratory must have atechnical consultant who meets the qualification
requirements of 493.1411 of this subpart and provides technical oversight in
accordance with 493.1413 of this subpart.

This CONDITION is not met as evidenced by:

Based on areview of records and interview with the techical consultant, the technical
consultant failed to provide technical supervision in accordance with 493.1413 of this
subpart. Findings include: (1) The technical consultant failed to ensure the individual
who performed the duties and responsibilities of the technical consultant met the
qualifications. Refer to D6035.

TECHNICAL CONSULTANT QUALIFICATIONS
CFR(s): 493.1411

(a) The technical consultant must be qualified and must possess a current license
issued by the State in which the laboratory islocated, if such licensing isrequired. (b)
The technical consultant must-- (b)(1)(i) Be adoctor of medicine or doctor of
osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory islocated; and (b)(1)(ii) Be certified in anatomic or clinical pathology, or
both, by the American Board of Pathology or the American Osteopathic Board of
Pathology; or (b)(2)(i) Be adoctor of medicine, doctor of osteopathy, or doctor of
podiatric medicine licensed to practice medicine, osteopathy, or podiatry in the State
in which the laboratory islocated; AND (b)(2)(ii) Have at least 1 year of |aboratory
training or experience, or both, in nonwaived testing, in the designated specialty or
subspecialty areas of service for which the technical consultant is responsible (for
example, physicians certified either in hematology or hematology and medical
oncology by the American Board of Internal Medicine are qualified to serve asthe
technical consultant in hematology); or (b)(3)(i)(A) Hold an earned doctoral or
master's degree in a chemical, biological, clinical or medical laboratory science, or
medical technology from an accredited institution; or (b)(3)(i)(B) Meet either
requirementsin 493.1405(b)(3)(i)(B) or (b)(4)(i)(B) or (C); AND (b)(3)(ii) Have at
least 1 year of laboratory training or experience, or both, in nonwaived testing, in the
designated specialty or subspecialty areas of service for which the technical consultant
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isresponsible; or (b)(4)(i)(A) Have earned a bachelor's degree in a chemical,
biological, clinical or medical |aboratory science, or medical technology from an
accredited institution; or (b)(4)(i)(B) Meet 493.1405(b)(5)(i)(B); and (b)(4)(ii) Have
at least 2 years of |aboratory training or experience, or both, in nonwaived testing, in
the designated specialty or subspecialty areas of service for which the technical
consultant is responsible; or (b)(5)(i) Have earned an associate degree in medical
laboratory technology, medical laboratory science, or clinical laboratory science; and
(b)(5)(ii) Have at least 4 years of |aboratory training or experience, or both, in
nonwaived testing, in the designated specialty or subspecialty areas of service for
which the technical consultant is responsible. (b)(6) For blood gas analysis, the
individual must- (b)(6)(i) Be qualified under paragraph (b)(1), (2), (3) or (4) of this
section; or (b)(6)(ii)(A) Have earned a bachelor's degree in respiratory therapy or
cardiovascular technology from an accredited institution; and (b)(6)(ii)(B) Have at
least 2 years of laboratory training or experience, or both, in blood gas analysis; or (b)
(7) Notwithstanding any other provision of this section, an individual is considered
qualified as atechnical consultant under this section if they were qualified and serving
as atechnical consultant for moderate complexity testing in a CLIA-certified
laboratory as of December 28, 2024, and have done so continuously since December
28, 2024.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with the technical consultant, the
laboratory failed to ensure the individua who performed the duties and
responsibilities of the technical consultant met the qualifications to perform
competency evaluations for three of nine competency evaluations reviewed during
2024 through the current date. Findings include: (1) A review of records for nine
persons performing moderate complexity testing during 2024 through the current date
identified the following for three of nine testing persons: (a) Testing Person #7 - the 10
/09/2024 and 09/30/2025 annua competency evaluations had been performed by an
individual who did not meet the regulatory requirements of atechnical consultant; (b)
Testing Person #8 - the 10/18/2024 and 09/29/2025 annual competency evaluations
had been performed by an individual who did not meet the regulatory requirements of
atechnical consultant; (c) Testing Person #9 - the 02/01/2026 semi-annual
competency evaluation had been performed by an individual who did not meet the
regulatory requirements of atechnical consultant. (2) The records were reviewed with
the technical consultant who on 09/10/2026 at 10:30 am confirmed the evaluations for
the testing persons as stated above had been performed by an individual who did not
meet the qualifications of atechnical consultant.

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

(b)(9) Evaluating and documenting the performance of individual s responsible for
moderate complexity testing at least sesmiannually during the first year the individual
tests patient specimens.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with the technical consultant, the
laboratory failed to ensure competency evaluations for moderate complexity testing
had been performed at least two times (semiannually) during the first year of testing
for one of eight testing person. Findings include: (1) On 09/10/2026, areview of



personnel records for one of eight persons performing moderate complexity testing
requiring annual competency identified the following: (a) Testing Person #9 - The
initial training was completed on 08/01/2025 and the first competency evaluation was
completed on 02/01/2026. There was no evidence that the second semi-annual
competency was completed in 2026. (2) Interview with the technical consultant on 09
/11/2026 at 10:04 am confirmed that the second competency evaluation had not been
completed during the first year of patient testing.



