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(X4) 1D Prefix Summary Statement of Deficiencies
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 review of policies and procedures, lack of documentation and interview with
the Laboratory Director (LD) and Technical Supervisor (TS), the laboratory failed to
establish and document a program for the prevention of carry-over specimens for 3 of
3 chemistry analyzers (Pentra C400, Access 2 and DCA Vantage) that perform both
veterinary and human testing from 7/15/2020 to the date of survey. Findings include:
1. On the day of survey, 10/07/2020, the LD could not provide a policy or procedure
that reviews how to prevent carry-over for 3 of 3 chemistry analyzersthat are use to
perform veterinary and human specimens from 7/15/2020 to 10/07/2020. 2. On 7/15
/2020, the laboratory performed 1 human specimen and 2 feline specimens on the
Pentra C400. 3. The LD and TS Confirmed the findings above on 10/07/2020 at 12:00
p.m.



