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Summary Statement of Deficiencies

GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:

Based on review of laboratory quality assurance-the competency policy, Mohs Tech
performance validation record, and interview with the |aboratory testing personnel
(TP) #6, the laboratory failed to keep tracking Mohs Tech problem solving skillsin
2018. Findingsinclude: 1. The laboratory Mohs Lab Tech Competency policy, the
laboratory director signed on 04/09/2018, states "To insure continued testing
consistency of the Lab Tech, each of these following requirements of competency
must be accounted for ....assessment of problem solving skills...." 2. The 08/2018
Mohs Tech” performance validation* reads as follows. Competency Assessment (1).
Consistent quality of staining? Yes (2). Obtain full epidermis margins? Y es (3). Track
specimen throughout procedures? Y es (4). Maintain storage of slides and 10gs? Y es
AMohs Techisaso TP #6 * Total 4 competency assessments 3. Of these assessments,
non (4 of 4) evaluated problem solving skills. 4. The laboratory director signed off
above competency assessments on 08/30/2018. 5. The laboratory had no corrective
actions. 6. The TP #6 confirmed above findings on 09/06/2018 at 10:30 AM.




