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Tag
D6092 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(s): 493.1445(e)(4)(iv)

The laboratory director must ensure an approved corrective action plan is followed
when any proficiency testing result is found to be unacceptable or unsatisfactory.

This STANDARD is not met as evidenced by:

Based on College of Americagn Pathologists Fungal Smear Proficiency testing record
review and interview with Laboratory Director on (08/17/2018) the date of survey, the
Laboratory Director failed to ensure an approved corrective action plan was followed,
to prevent recurrence of the mycology 2018 proficiency testing failure (Event 1).
Findingsinclude: 1. From 2017 through 2018, 1 of 3 College of Americagn
Pathologists Fungal Smear Events reviewed was unacceptabl e on the date of the
survey (08/17/2018) : 2. 2018 College of Americagn Pathologists Fungal Smear Event
1 FSM-01 Score Good FSM-02 Score Unacceptable FSM-03 Score Unacceptable 3.
Corrective action was not documented for 2018 College of Americagn Pathologists
Fungal Smear Event 1. 4. During the survey, the Laboratory Director confirmed the
above findings.



