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Summary Statement of Deficiencies

The Montana CLIA Program conducted an announced CLIA recertification survey on
December 9, 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 deficiencies were identified
during the survey.

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

(b)(1) Theindividual testing or examining the samples and the laboratory director
must attest to the routine integration of the samples into the patient workload using
the laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on areview of American Proficiency Institute (API) proficiency testing records
and an interview with the technical consultant (TC) #1, the laboratory failed to have
an attestation form signed by testing personnel and the laboratory director for six of
seven proficiency testing events from December 9, 2023, to December 9, 2025.
Findings: 1. A review of API proficiency testing records revealed the absence of
signed Attestation Statements for the following events: API 2023 Hematology
/Coagulation - 3rd Event APl 2024 Hematology/Coagulation - 1st Event APl 2024
Hematology/Coagulation - 2nd Event APl 2024 Hematol ogy/Coagulation - 3rd Event
APl 2025 Hematology/Coagulation - 1st Event APl 2025 Hematol ogy/Coagulation -
2nd Event 2. Aninterview with TC #1 on December 9, 2025, at 9:30 AM confirmed
the laboratory did not obtain signed attestation forms from testing personnel and the
laboratory director for the six events listed above from December 9, 2023, to
December 9, 2025.

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 procedures, and an interview with Technical
Consultant (TC) #1, the laboratory failed to establish a procedure for specimen
labeling to ensure that two of two patient specimens’ urine aliquots and urine
microscopy slides were labeled with two unique identifiers throughout the testing
process on December 9, 2025. Findings: 1. On December 9, 2025, at 11:00 AM, two
fifteen milliliter (15 mL) conical tubes containing aliquoted patient urine specimens
and urine microscopy slides were observed in the laboratory. Both the tubes and slides
were labeled with only one patient identifier (the patient's last name). 2.A review of
the laboratory's " Clean-catch (midstream) urine specimen collection” procedure
revealed that staff are instructed to "confirm patient's identity using at least two
unique identifiers" at the time of collection but failed to maintain those identifiers
throughout the testing process. 3. A review of Urine Sediment Microscopy Procedures
revealed the procedure did not include specific instructions for labeling urine aliquots
or urine microscopic slides with two unique patient identifiers. 4. A review of the
laboratory's test volume report revealed that 1,211 urine microscopic patient samples
were processed between December 5, 2024, and December 5, 2025 (a 12-month
period). 5. Aninterview with Technical Consultant (TC) #1 on December 9, 2025, at
11:10 AM confirmed that two patient specimens' urine aliquots and urine microscopy
slides, processed on December 9, 2025, failed to include two unique identifiers and
the laboratory did not have a procedure for specimen labeling.



