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Summary Statement of Deficiencies

At the time of the announced, onsite recertification survey, Park Avenue Dermatology
North was found to NOT be in compliance with the CLIA laboratory requirements of
42 CFR 493.

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory failed to perform
competency evaluations on 2 of 2 Testing Personnel who perform potassium
hydroxide (KOH) and Scabies testing in the subspecialties of Mycology and
Parasitology for 2 of 2 (2023-2024) years reviewed. Findings include: The review of
employee competency records showed that no competency evaluations were
conducted for Testing Personnel #C and #D, who perform KOH (potassium
hydroxide) and scabies testing, in 2023 and 2024. During the interview on 02/6/2025
at 10:08 AM with the Mohs technician, it was confirmed that the laboratory had not
performed competency evaluations for Testing Person #C and #D. .

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

(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 observation and staff interview, the laboratory failed to ensure the PMS
Fungal/Tzanck stain was not expired prior to patient testing. Findings include:
Observations made during atour of the laboratory on 2/6/25 at 9:58 AM, showed one
bottle of "PM S Fungal/Tzanck™ stain with lot number K21551 expired 5/31/2023, and
a second bottle of "PM S Fungal/Tzanck" with lot number K229C4 expired 9/30/24.

During an interview on 2/6/25 at 10:10 AM with the Mohs tech, it was confirmed the
two bottle of stain were expired.



