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Tag
D6106 LABORATORY DIRECTOR RESPONSIBILITIES

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

(e)(14) Ensure that an approved procedure manual is available to al personnel
responsible for any aspect of the testing process; and

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's policies and procedures and an interview with
the laboratory director (LD), it was determined that the director did not approve 45 of
145 policies and procedures after assuming the role on December 26, 2025. Findings
include: 1. A request was made to review the laboratory director's approval of the
laboratory's polices and procedures and documentation could not be provided for 45
of 145 documents. 2. An on-site interview conducted on 7/9/25 at 14:45 PM with the
LD, confirmed the laboratory did not have documentation of LD approval for 45 of
145 policies and procedures. 3. The laboratory reports performing approximately
52,700 tests annually.



