
Department of Health & Human Services Form Approved
Centers for Medicare & Medicaid Services OMB No. 0938-0391

44D0314780
11/21/2023

Pediatric & Adolescent Medicine Of East Memphis 
Pc

1102 Brookfield Road 2nd Fl, Memphis, TN

For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.

(X4) ID Prefix 
Tag

Summary Statement of Deficiencies

D5209 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 review of laboratory policy, personnel records, and staff interview, the 
laboratory failed to follow it's own policy for technical consultant competency 
assessment in 2022 and 2023. The findings include: 1. Review of the laboratory 
policy titled "QUALITY ASSURANCE PLAN" section VI. "Personnel Assessment" 
revealed "Competency of technical consultant will be reviewed on an annual basis" 
and further stated "If a new technical consultant is hired, competency will be reviewed 
quarterly the first year, then annually thereafter". 2. Technical consultant 
competencies were not available on the date of the survey (11/21/2023). 3. Interview 
on 11/21/2023 at 12:15 pm with the technical consultant confirmed the laboratory 
failed to follow the Personnel Assessment policy for technical consultant competency 
assessments in 2022 and 2023.

D5413 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 interruptions in 
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electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:
Based on observation of the laboratory, review of the manufacturer instructions for 
use, environmental records, and staff interview, the laboratory failed to monitor 
humidity environmental conditions where the DxH 500 complete blood count (CBC) 
instrument was in use for patient testing in 2022 and 2023. The findings include: 1. 
Observation of the laboratory on 11/21/2023 at 9:30 am revealed a Beckman Coulter 
DxH 500 (Serial BD040006) instrument in use for patient CBC testing. 2. Review of 
the manufacturer instructions for use revealed an environmental operating humidity 
requirement maximum of 80%. 3. Review of the laboratory environmental monitoring 
logs revealed humidity was not recorded for the area where the DxH 500 CBC 
instrument was in use for patient testing in 2022 and 2023. 4. Interview on 11/21/2023 
at 9:35 am with the laboratory director confirmed the laboratory did not monitor room 
humidity conditions where the DxH 500 CBC analyzer was in use in 2022 or 2023.


