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D5429 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:
Based on interview with the Laboratory Director (LD) and review of the preventive 
maintenance logs, the laboratory failed to perform and document monthly 
maintenance as instructed by manufacturer in the specialty of Histopathology. 
Findings include: 1. Record review on 4/28/2025 of the laboratory's Cryostat 2023, 
2024 and 2025 to date preventative maintenance logs revealed: a. The laboratory 
failed to perform the required monthly maintenance for 6 of 12 months in 2023. b. 
The laboratory failed to perform the required monthly maintenance for 2 of 12 months 
in 2024. 2. Record review on 4/28/2025 of the Cryostat instrument manual revealed: 
a. Monthly Maintenance Chart "Decontaminate and Defrost." "Empty waste container 
and disinfect with 10% bleach." 3. Record review on 4/28/2025 of the laboratory's 
Cryostat 'Decontamination and Cleaning' Procedure revealed: a. "Routine 
decontamination and defrosting must be performed." b. "Decontaminate by using 10% 
bleach (sodium hypochlorite) once monthly or more often if necessary." c. "Defrost 
the cryostat once a month." d. "Note the decontamination/cleaning on the 'Cryostat 
area QC log'." 4. Staff interview with the LD on 4/28/2025 at 10:05 AM confirmed 
the above findings. 5. The laboratory performs 1,500 tests annually in the specialty of 
Histopathology.

D6084 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(2)

provide a safe environment in which employees are protected from physical, 
chemical, and biological hazards;
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This STANDARD is not met as evidenced by:
Based on record review and interview with the Laboratory director (LD) the LD failed 
to ensure the physical plant and environmental conditions ensure a safe environment 
where employees are protected from physical, chemical, and biological hazards. This 
is a repeat violation. Findings include: 1. Record review on 4/28/2025 of the 
laboratory's eyewash maintenance and function check records revealed the laboratory 
failed to check the eyewash for 1 of 12 months in 2024. 2. Interview with the LD on 4
/28/2025 at 10:00 AM confirmed the above findings.


