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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 The Montana CLIA Program conducted an announced CLIA recertification survey on

October 22, 2025. The laboratory was surveyed under 42 CFR part 493 CLIA

regul ations and was found to be in compliance with condition-level CLIA
requirements. However, the following standard-level deficiency was identified during
the survey.

D5203 SPECIMEN IDENTIFICATION AND INTEGRITY
CFR(s): 493.1232

The laboratory must establish and follow written policies and procedures that ensure
positive identification and optimum integrity of a patient's specimen from the time of
collection or receipt of the specimen through completion of testing and reporting of
results.

This STANDARD is not met as evidenced by:

Based on observation, review of policy and procedure, and an interview with the
Technical Consultant (TC) #1, the laboratory failed to follow its written policy to
ensure positive identification of one of one patient's urine specimens at the time of
collection on October 22, 2025. Findings: 1. On October 22, 2025, at 11:56 AM, one
unlabeled urine specimen was observed in a blue bucket in one of the two laboratory
testing areas. 2. A review of Policy POC 15: Labeling Specimen Tubes/Containers
revealed that the laboratory did not follow its written policy requiring specimens to be
labeled at the time of collection to ensure accurate identification. 3. An interview with
the TC#1 on October 22, 2025, at 12:00 PM, confirmed the laboratory failed to follow
its written policy to ensure positive identification of one of one patient's urine
specimens at the time of collection on October 22, 2025.



