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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5891 POSTANALYTIC SYSTEMS QUALITY ASSESSMENT

CFR(S): 493.1299(a)

(a) The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess and, when indicated, correct problems
identified in the postanalytic systems specified in 493.1291.

This STANDARD is not met as evidenced by:

Based on record review and an interview with the Respiratory Therapy Manager,
(RTM), the laboratory failed to follow written policies and procedures and document
all assessment activities of an ongoing mechanism to monitor, assess, and correct
problems identified in the post analytic systems. This deficient practice had the
potential to affect 646 out of 646 patients tested in the subspecialty of Routine
Chemistry from 01/01/2024 through 12/31/2024. Findings Include: 1. Review of the
laboratory's policy and procedure titled "Blood Gases' approved 01/01/2024 by the
Laboratory Director via signature and date and provided on the date of inspection
found the following statements: "b. Orders written as "stat" should be obtained and
reported within 30 minutes and follow the reporting process for critical results' "2.
Laboratory personnel shall report results of all critical values received to the physician
within 30 minutes; only licensed personnel may accept critical values.” 2. Review of
the laboratory's 2024 Quality Assessment sheets revealed the following: I1D# Time for
critical value reporting 19309 154 minutes 19318 640 minutes 19522 646 minutes
19663 1191 minutes ID# Time for STAT test completion 19318 52 minutes 19364 31
minutes 19391 76 minutes 19514 54 minutes 19750 37 minutes 19818 67 minutes 3.
Review of the laboratory's policy and procedure titled "Quality Assessment Plan”
approved 11/01/2024 by the Laboratory Director via signature and date and provided
on the date of inspection found the following statements: " Standards 7. Turnaround
timeis acceptable for each test." "Corrective Action Appropriate if Standard is not
met Suggest changes to improve turnaround time, streamline work flow, eliminate
redundancies, or eliminate sources of errors." "Mechanism of the Follow-Up Review



When any areaisidentified for corrective action, schedule a brief review for the
following month to verify the problem has not reoccurred.” 4. The Inspector requested
corrective action documentation for critical value reporting and STAT test timeframes
for complication not meeting the established policy and procedures from the RTM.
The RTM confirmed the laboratory did not document corrective actions and was

unable to provide the requested documents. The interview occurred on 03/04/2025 at
12:15 PM.



