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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced CLIA recertification survey was conducted at New Market Medical

Center on August 23, 2018 by the Virginia Department of Health's Office of
Licensure and Certification. The laboratory was surveyed under 42 CFR part 493
CLIA Requirements. Specific deficiencies cited are as follows:

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on review of procedures, alaboratory tour, and an interview, the laboratory
failed to ensure that their Potassium Hydroxide (KOH) 20% and fungal stain reagents,
stored in the microscopy area, were within the manufacturer's stated expiration dates
for three (3) lot numbers of reagents. Findingsinclude: 1. Review of the laboratory's
policy and procedure manual revealed a General Laboratory Operations Policy for
Reagents and Supplies that stated: "No reagent will be used beyond the expiration
date". 2. During a laboratory tour at approximately 3:30 PM, the inspector noted the
following three (3) expired reagents (stored beside the microscope): One (1) bottle of
Accuderm DM SO Potassium Hydroxide (KOH) 20% with manufacturer's printed
expiration date of 5/06/2015; Two (2) bottles of Delasco Funga Stain (Lot K11A44
manufacturer's printed expiration date October 2014 and Lot K154M3 manufacturer's
printed expiration date April 2016); The laboratory inspector asked if the KOH and
fungal stain reagents were used for patient testing and the primary testing personnel
stated: "Yes, the KOH is used rarely for wet prep and KOH dlides'. The inspector
asked it the fungal stain reagents were used for patient testing and the primary testing
personnel indicated that they were used. 3. During an interview with the primary
testing personnel at approximately 3:45 PM, it was confirmed that the |aboratory



failed to ensure that the reagents listed above were not used beyond the expiration
dates.



