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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 The Minnesota Urology, PA laboratory was found to be out of compliance with the

regulations of the Clinical Laboratory Improvement Amendments of 1988 (42 C.F.R.
part 493) upon completion of the recertification survey completed on September 24,
2026. The following standard-level deficiencies were cited: 493.1451 Technical
supervisor responsibilities .

D6125 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(8)(V)

(b)(8)(v) Assessment of test performance through testing previously analyzed
specimens, internal blind testing samples or external proficiency testing samples; and

This STANDARD is not met as evidenced by:

. Based on document review and interview with laboratory personnel, the Technical
Supervisor (TS) failed to evaluate testing performance through blind sample analysis
intheinitial and semiannual competency assessments for one of four testing personnel
in 2025. Findings are as follows: 1. The laboratory performed Hematology,
Microbiology, Urinalysis, and Chemistry testing as confirmed by the Generd
Supervisor during atour of the laboratory at 10:07 am on 9/23/26. 2. The |aboratory
was required to evaluate test performance through blind sampling as defined in the
Personnel Competency procedure provided by the laboratory on the date of survey. 3.
Theinitial and semiannual competency assessments performed in 2025 for testing
personnel 4 did not include documentation of blind sample analysis for all
Hematology, Microbiolgy, Urinalysis, and Chemistry test systems. 4. In an interview
at 11:22 am on 9/23/26, the TS confirmed the above findings. .

D6126 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(8)(Vi)

(b)(8)(vi) Assessment of problem-solving skills; and



This STANDARD is not met as evidenced by:

.. Based on document review and interview with laboratory personnel, the Technical
Supervisor (TS) failed to assess problem solving skillsin the initial and semiannual
competency assessments for one of four testing personnel in two of four areas of
testing in 2025. Findings are as follows: 1. The laboratory performed Hematology,
Microbiology, Urinalysis, and Chemistry testing as confirmed by the General
Supervisor during atour of the laboratory at 10:07 am on 9/23/26. 2. The laboratory
was required to assess problem solving skillsin al areas of testing as defined in the
Personnel Competency procedure provided by the laboratory on the date of survey. 3.
Theinitial and semiannual competency assessments performed in 2025 for testing
personnel 4 included problem solving skills assessment for all test systemsin
Urinalysis and Mirobiology. Comptetency assessment documents did not include
evidence of problem solving skills assessment for Hematology and Chemistry test
systems. 4. In an interview at 11:22 am on 9/23/26, the TS confirmed the above
findings. .



