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

44D0975983
11/07/2024

Thompson Oncology Group 9711 Sherrill Blvd, Knoxville, 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

D5401 PROCEDURE MANUAL
CFR(s): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the 
laboratory must be available to, and followed by, laboratory personnel. Textbooks 
may supplement but not replace the laboratory's written procedures for testing or 
examining specimens.

This STANDARD is not met as evidenced by:
Based on a review of the laboratory procedure manual, random review of 
environmental monitoring records, and staff interview, the laboratory failed to follow 
its humidity monitoring procedure for four of four months reviewed in 2023 and 2024. 
The findings include: 1. A review of the laboratory's "Reagent and Supply 
Management & Environmental Monitoring of Temperature and Humidity" policy 
revealed the following: - "Refrigerator, humidity and Room temperature will 
monitored and recorded each day of testing." - "Is the current temperature/humidity in 
Range as defined on the daily log? If no proceed to step 6." - Step 6: "Run QC and 
document if results are acceptable or not on the temperature log." - "Always document 
if QC was acceptable and if instrument function checks were acceptable when 
documenting corrective actions." 2. A random review of the laboratory's November 
2023, December 2023, January 2024, and February 2024 monthly environmental 
monitoring logs revealed the following: - The laboratory's acceptable humidity range 
is 30-85%. - The laboratory recorded the following room humidities outside their 
established acceptable ranges: 22.1% on 11.01.2023, 19.3% on 11.02.2023, 22.1% on 
11.03.2023, 27% on 11.13.2024, 29% on 11.15.2023, 29% on 11.16.2023, 28% on 
11.28.2023, 29% on 11.29.2023, 28% on 11.30.2023, 29% on 12.07.2023, 28% on 
12.08.2023, 28% on 12.11.2023, 28% on 12.12.2023, 28% on 12.13.2023, 29% on 
12.14.2023, 27% on 12.15.2023, 25% on 12.19.2023, 25% on 12.20.2023, 27% on 
12.21.2023, 28% on 12.22.2023, 29% on 01.03.2024, 26% on 01.05.2024, 27% on 
01.18.2024, 28% on 01.19.2024, 25% on 01.22.2024, and 29% on 02.05.2024. - The 
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laboratory did not document corrective action to include if QC and instrument 
function checks were acceptable for the dates where the recorded room humidity was 
outside the defined acceptable range on the environmental logs from November 2023 
to February 2024. 3. An interview with the technical consultant on 11.07.2024 at 11:
15 a.m. confirmed the above survey findings. Word Key: QC = Quality Control % = 
percent


