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Tag
D6086 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445(e)(3)(ii)

The laboratory director must ensure that verification procedures used are adequate to
determine the accuracy, precision, and other pertinent performance characteristics of
the method.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Performance Specification (PS) records and
interview with the Technical Supervisor (TS), the Laboratory Director failed to ensure
that PS were adequate to perform Urine Toxicology tests on the Applied Biosystem
Sciex Triple Quad 4500 system from 9/1/21 to the date of survey. The finding

include: 1. Sample stability studies were not performed. 2. The TS confirmed on 9/21
/21 at 2:20 pm that the LD did not ensure the PS were adequate.



