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Tag
D6106 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445(e)(14)

The laboratory director must ensure that an approved procedure manual is available to
all personnel responsible for any aspect of the testing process.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's procedure manual and discussion with the
Laboratory Director (LD), the LD failed to sign her approval in part of the procedure
manual. Findingsinclude: 1. Upon review of the procedure manual, it was noted that
the section designated for the Mohs procedure did not have the LD's signature of
approval. 2. The LD was interviewed during the survey on 9/17/2018 at
approximately 2 p.m. and confirmed she had not signed off on the Mohs procedure.



