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Summary Statement of Deficiencies

The Dawson County Hospital District laboratory was found to be in compliance with
42 CFR Part 493, Requirements for Laboratories as aresult of avalidation survey
conducted on September 11, 2024.

CONTROL PROCEDURES
CFR(s): 493.1256(d)(3)(ii)(9)

Unless CM S Approves a procedure, specified in Appendix C of the State Operations

Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--

At least once a day patient specimens are assayed or examined perform the following
for-- Each qualitative procedure, include a negative and positive control material; ()

The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on review of laboratory policy, quality control records, and interview with
laboratory personnel, the laboratory failed to run a negative control each day of
patient testing for the Anti-A and Anti-B antiserafor determing blood types for 12 of
12 days reviewed between June 24, 2024 and July 6, 2024. The findings included: 1.
Based on review of the laboratory policy "Quality Control Procedures’, number 21,
the laboratory's quality control chart indicated the following: Reagent under Test -
Anti-A antisera QC Reagent: corQC reagent cells Expected results: 2-4 plus at
immediate spin Reagent under Test - Anti-B antisera QC Reagent: corQC reagent
cells Expected results: 2-4 plus at immediate spin 2. Based on reivew of the blood
bank quality control logs between June 24, 2024 and July 6, 2024, quality control was
performed on 12 days. On al twelve days, the Anti-A and Anti-B antisera were not
checked with a negative control. 3. In an interview on 9/11/2024 at 14:33 hoursin the
conference room, both the Laboratory Manager and the Laboratory Director
confirmed the laboratory's quality control practice for blood bank anti-sera did not
include testing a negative control.



