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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 lack of a Procedure Manual (PM) and interview with the Office Manager
(OM), the Laboratory Director (LD) failed to have an approved PM for the
professional component of Histopathology testing from 4/26/18 to the date of the
survey. The OM confirmed on 4/13/21 at 9:45 am that the LD did not ensure an
approved PM was available.



