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D5407 PROCEDURE MANUAL

CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on areview of Policies and Procedures and in interview with Testing Personnel
#2, the Laboratory Director failed to review and approve al policies and procedures
prior to patient testing. This was noted from September 2023 to the date of the current
survey, 10/5/2023. The findingsinclude: 1. A review of the Policy and Procedure
manual revealed no evidence of approval by the current Laboratory Director. 2.
During an interview on 10/5/2023 at 1:30 PM, Testing Personnel #2 explained the
Laboratory Director has recently moved into the role and had not yet approved the
Policies and Procedures.

D6053 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on areview of Personnel records and an interview with Testing Personnel #2,
the Technical Consultant failed to assess competency at least semi annually in the first
year of patient testing. This was noted for one out of three Testing Personnel
previously qualified from the date of the last survey, January 26, 2022, to the date of
the current survey, October 5, 2023. The findingsinclude: 1. A review of Personnel



records revealed Testing Personnel #3 to have an intial training date of 11/18/21 and
an annual competency date of 11/30/2022. No evidence of a six month competency
assessment was available for review. 2. During an interview on 10/5/2023 at 11:00
AM, Testing Personnel #2 confirmed the above findings.



