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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced on-site CLIA recertification survey was conducted at Tamjidi Skin

Institute on October 28, 2020 by the Virginia Department of Health's Office of
Licensure and Certification. The survey included an entrance interview on 09/25/2020
and virtual record review conducted on 10/20/2020. The laboratory was surveyed
under 42 CFR part 493 CLIA Regulations. The specific deficiency is 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 alaboratory tour, review of procedures, Quality Assurance documents and
interviews, the laboratory failed to ensure the Avantik Eosin Working Solution, stored
in the laboratory for use, was within the manufacturer's stated expiration dates.
Findingsinclude: 1. During alaboratory tour, at approximately 9:00 AM, the surveyor
noted a bottle of Avantik Eosin Working Solution (lot number HO57-21) in the
flammabl e cabinet with a hand written receive date of 12/27/18 and manufacturer
stamped expiration date of 3/6/20. The inspector noted a written "opened" date of 4/21
/2020 with approximately one-third of the solution remaining. No additional bottles of
Eosin were observed in the storage cabinet or logged in the reagent log asin use. 2.
Review of the laboratory's procedure manual revealed a"Monthly Quality Assurance
Checklist" that stated, "All reagents, controls, Kits, etc that exceeded their expiration
date were discarded.” The checklist was completed as"(Y)es" from April 2020 to
September 2020. 3. Review of the laboratory's reagent log revealed the Avantik Eosin
Working Solution lot HO57-21 expiration date 3/6/20 was documented as opened/in
use on 4/21/2020. 4. Review of the laboratory's Moth's log reveal ed one-hundred
thirty-four (134) patient Mohs slides were prepared and stained with Hematoxylin and



Eosin stain from 4/22/2020 until 10/26/2020. 5. In an interview with the Clinical
Manager at approximately 10:15 AM on 10/28/2020, the above findings were
confirmed.



