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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 policy and procedure manual and an interview
with the Practice Manager (PM), the current Laboratory Director failed to ensure
approved policies and procedures were available to all personnel responsible for any
aspect of the testing process. This deficient practice had the potential to affect 10
patients tested under the subspecialty of Histopathology from 10/21/2022 through 01
/01/2023. Findings Include: 1. Review of the CM S116 submitted for a change of
Laboratory Director revealed anew Laboratory Director as of 10/21/2022. 2. Review
of the laboratory's policy and procedure manual titled, "Oakview Dermatology, Mohs
Laboratory", found the current Laboratory Director signature dated 01/02/2023. 3 The
inspector requested policies and procedures approved by the current Laboratory
Director from the PM. The PM confirmed the policies and procedures were not
approved and signed by the current Laboratory Director until 01/02/2023. The
interview occurred on 02/13/2023 at 10:10 AM.



