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D3011 FACILITIES

CFR(S): 493.1101(d)

Safety procedures must be established, accessible, and observed to ensure protection
from physical, chemical, biochemical, and electrical hazards, and biohazardous
materials.

This STANDARD is not met as evidenced by:

Intakes: TNO0070425 Based on observation of the laboratory area and staff interview,
the facility failed to ensure the safety and protection of |aboratory reagents and
personnel from potential exposure to biohazardous waste material that leaked into the
laboratory walk-in refrigerator on July 15, 2024. The findings include: 1. Observation
of the laboratory area on 07.22.2024 at 9:28 a.m. revealed awood-lined walk-in
refrigerator for storing the laboratory's reagents. Also observed were noticeable stains
and evidence of residue in the middle of the refrigerator located on the ceiling and the
floor directly below the stains on the ceiling. 2. During an interview on 07.22.2024 at
9:30 am., the Laboratory Supervisor stated, "The facility had more plumbing issues,
and the waste leaked into the walk-in refrigerator on July 15th." She also confirmed
that the stains and remaining residue on the ceiling and floor of the walk-in
refrigerator were evidence of biohazardous wastewater from a busted sewer pipe that
leaked into the refrigerator on 07.15.2024.



