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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was

completed on June 6, 2019. The laboratory was found to be not in compliance with all
applicable CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The
following deficiencies were cited:

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:

Based on surveyor observation and an interview with office manager, the laboratory
failed to ensure safety procedures for proper storage of medicine, patient samples, and
laboratory suppliesin adesignated area. The findings include: 1. An observation of
one of the laboratory refrigerators revealed that beverages and food items were being
stored in the same area as the Cosentyx prefilled injectable, previously tested patient
samples, and other laboratory supplies, which affects the integrity, quality, and purity
of the products. 2. The office manager confirmed on June 6, 2019 at 10:45 AM in the
laboratory that beverages and food were being stored in the same refrigerator as
laboratory supplies and other medicines.



