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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced CLIA Recertification survey was conducted at the Dermatol ogy

Consultants on July 5, 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:

D5401 PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on the tour of the laboratory, review of policy and interviews, the laboratory
did not follow the written policy for monitoring the Olympus microscope (Serial
number 211956) at the date of survey on July 5, 2018. Findingsinclude: 1. Tour of the
laboratory revealed that the laboratory performs Potassium Hydroxide (KOH), scabies
and Tzank smear microscopic examinations using the Olympus microscope (Serial
number 211956). The inspector noted the visible layer of dust on the oculars and stage
of the microscope. 2. Review of the policy manual revealed the following statement:
"Quality control policies and documentation: The following equipment must be
monitored: Microscope: Cleaning of stage and ocular eye piece." The inspector
requested documentation of the cleaning of the microscope. There was no
documentation available for review. 3. An interview with the laboratory director at
approximately 12:00 PM confirmed that the microscope had not been monitored for
cleaning according to the written policy at the date of survey.



