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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 Based on an on-siteinitial certification survey conducted on February 25, 2025,

deficiencies were cited for Salient Diagnostics, LLC in Denver, Colorado.

D5205 COMPLAINT INVESTIGATIONS
CFR(S): 493.1233

The laboratory must have a system in place to ensure that it documents all complaints
and problems reported to the laboratory. The laboratory must conduct investigations
of complaints, when appropriate.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's quality assessment plan (QA plan), the
laboratory's policies and procedures manual, and an interview with testing personnel 1
(TP1), the laboratory failed to establish a policy or procedure to document all
complaints and problems reported to the laboratory, and to investigate complaints
when appropriate, since the laboratory began patient testing in August 2024. The
laboratory performs approximately 277,200 tests annually. Findingsinclude: 1. A
review of the laboratory's QA plan revealed the laboratory failed to establish a policy
or procedure to document all complaints and problems reported to the laboratory, and
to investigate complaints when appropriate. 2. A review of the laboratory's policies
and procedures manual revealed the laboratory failed to establish a policy or
procedure to document all complaints and problems reported to the laboratory, and to
investigate complaints when appropriate. 3. An interview with TP1, on February 25,
2025, at approximately 11:15 PM, confirmed that the laboratory failed to establish a
policy or procedure to document all complaints and problems reported to the
laboratory, and to investigate complaints when appropriate.



