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Summary Statement of Deficiencies

A recertification survey was conducted on June 7, 2021. Pediatricsin Brevard PA
clinical laboratory was not in compliance with 42 CFR 493, requirements for clinical
laboratories.

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 record review and interview, the laboratory failed to record the humidity of
the rooms where testing was performed from 07/07/2019 to 07/07/2021. Findings:
Review of quality control documents showed there were no logs recording the
humidity of the room where testing was performed in the laboratory. Review of the
Céll- Dyn Emerad Operator's Manual for the hematology instrument noted the
maximum humidity of the room should be 80% (percent). On 07/07/21 at 2:40 PM,
the Technical Consultant B stated they did not record the humidity in the laboratory.

TEST REPORT
CFR(s): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigque patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
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the test was performed. (¢)(3) The test report date. (¢)(4) The test performed. (¢)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteria for
acceptability.

This STANDARD is not met as evidenced by:

Based on record review and interview, the procedure notes failed to provide all
required information for laboratory test reports for 6 out of 6 patients, (#1, #2, #3, #4,
#5, #6). Findings. Review of the patient test reports showed 6 of 6 patients reports
failed to have the correct name of the laboratory listed on the report. According to the
Clinical Laboratory Improvement Amendments (CLIA) Application for Certification
the laboratory annual estimated hematology test volume was 2,980 tests. On 07/07/21
at 4:25 PM, Technical Consultant B stated the patient test reports did not have the
correct name of the laboratory.

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 record review and interview, the technical consultant failed to evaluate and
document at least semiannually (six month) the performance of 3 (D, E, H) of 10 (A,
B,C,D, E, FG,H,I,J) Testing Personnel during the first year of employment and
then annually thereafter. Findings: Review of training and competency forms for
Testing Personnel D showed her initial training was dated 04/10/2019 and the annual
competency was dated 02/10/2021. Testing Personnel D did not have a six month
competency evaluation in 2019 or an annual competency evaluation in 2020. Review
of training and competency forms for Testing Personnel E showed her initial training
was dated 03/12/2019 and her annual competency was dated 06/15/2021. Testing
Personnel E did not have a six month competency evaluation in 2019 or an annual
competency evaluation in 2020. Review of training and competency forms for Testing
Personnel G showed her initial training was dated 04/05/2019 and her annual
competency was dated 06/15/2021. Testing Personnel H did not have a six month
competency evaluation in 2019 or an annual competency evaluation in 2020. On 7/07
/2021 at 2:20 PM, Technical Consultant B stated the six month competency
evaluations and annual competency evaluation in 2020 for Testing Personnel D, E,
and H were not done.

LABORATORY TESTING PERSONNEL
CFR(s): 493.1421

The laboratory must have a sufficient number of individuals who meet the

qualification requirements of 493.1423, to perform the functions specified in 493.
1425 for the volume and complexity of tests performed.

This CONDITION is not met as evidenced by:
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Based on record review and interview, the laboratory failed to verify the educational
qualifications (degrees) of 9 (C -K) of 11 (A - K) Testing Personnel. Findings: Cross
Reference D6065. Based on record review and interview, the laboratory failed to
verify the educational qualifications (degrees) for 9 (C -K) of 11 (A - K) Testing
Personnel.

TESTING PERSONNEL QUALIFICATIONS
CFR(S): 493.1423(b)(1)(2)(3)(4)(i)

(b) Meet one of the following requirements: (b)(1) Be adoctor of medicine or doctor
of osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory is located or have earned a doctoral, master's, or bachelor's degreein a
chemical, physical, biological or clinical laboratory science, or medical technology
from an accredited institution; or (b)(2) Have earned an associate degreein a
chemical, physical or biological science or medical laboratory technology from an
accredited institution; or (b)(3) Be a high school graduate or equivalent and have
successfully completed an official military medical laboratory procedures course of at
least 50 weeks duration and have held the military enlisted occupational speciaty of
Medical Laboratory Specialist (Laboratory Technician); or (b)(4)(i) Have earned a
high school diploma or equivalent; and

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to verify the educational
qualifications (degrees) for 9 (C -K) of 11 (A - K) Testing Personnel. Findings:
Review of the CM S 209 Laboratory Personnel Report, signed by the Laboratory
Director on 07/08/2021, showed there were 11 employees listed as moderate
complexity testing personnel. Review of the laboratory records showed there was no
documentation of the degreesfor Testing Personnel C, D, E, F, G, H, I, J, and K
available for review. According to the Clinical Laboratory Improvement Amendments
(CLIA) Application for Certification signed and dated by the Laboratory Director on
07/08/2021, the laboratory had an estimated annual test volume of 2,980. On 07/07
/2021 at 3:35 PM, Technical Consultant B stated she did not have the degrees for the
Testing Personnel.



