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Summary Statement of Deficiencies

ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1289(b)(c)

(b) The analytic systems quality assessment must include areview of the effectiveness
of corrective actions taken to resolve problems, revision of policies and procedures
necessary to prevent recurrence of problems, and discussion of analytic systems
quality assessment reviews with appropriate staff. (c) The laboratory must document
all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on record review and an interview with the Technical Consultant (TC) the
laboratory failed to review the effectiveness of the Analytic System's Quality
Assessment program. This deficient practice had the potential to affect three out of
seven days of testing in the subspecialty of Toxicology from 03/01/2025 through 03/31
/2025. Findings Include: 1. Review of the laboratory's March 2025 "EasyRA
Maintenance Log" revealed instrument maintenance and Quality Control (QC) run on
the following days: 03/01/2025 03/05/2025 03/07/2025 03/08/2025 03/12/2025 03/15
/2025 03/18/2025 2. Review of the laboratory's March 2025 QC datarevealed QC
data printed from the instrument for the following days. 03/01/2025 03/05/2025 03/07
12025 03/08/2025 03/15/2025 03/18/2025 03/21/2025 03/25/2025 3. Review of the
laboratory's Quality Assessment datafrom March of 2025 revealed the following:
March 2025 Analytic Datareviewed by TC: "...Monthly QC Review Signature
Sheet... March 2025... ... Toxicology Monthly Quality Assurance... ..Daily Logs
Reviewed: All logs are current with proper documentation..." March 2025 TC sign off
indicating proper documentation: 03/26/2025 4. A phone call interview with the TC
on 01/14/2026 at 9:43 AM confirmed that the "EasyRA Maintenance Log" wasfilled
out for the wrong day on 03/12/2025, not filled out for 03/21/2025, 03/25/2025 and
that the Analytic Systems QA program was ineffective. 5. This deficient practice had
the potential to affect 64 out of 64 patients tested in the subspecialty of Toxicology
from 03/01/2025 through 03/31/2025.
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LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(€)(14)

(e)(14) Specify, in writing, the responsibilities and duties of each consultant and each
person, engaged in the performance of the preanalytic, analytic, and postanalytic
phases of testing, that identifies which examinations and procedures each individual is
authorized to perform, whether supervision is required for specimen processing, test
performance or results reporting, and whether consultant or director review isrequired
prior to reporting patient test results.

This STANDARD is not met as evidenced by:

Based on record reviews and an interview with the Technical Consultant (TC), the
Laboratory Director (LD) failed to define the duties and responsibilities of one out of
one TC listed on the Form CM S-209. Findings include: 1. Review of the Form CMS-
209, signed and dated by the Practice Owner on 01/08/2026, revealed one individual
listed as performing the duties of the Technical Consultant (TC). 2. Review of
delegation records provided on the date of inspection failed to find evidence that
training and Competency Assessment activities were delegated to the TC in writing by
the LD. 3. Review of the Testing Personnel (TP) training and Competency
Assessment activities revealed the following performed by the TC: TP #1Training: 09
/11/2024 Competency Assessment: "2025" [day and month not specified] TP #2
Training: 04/04/2024 4. An interview via phone call with the TC on 01/14/2026 at 9:
43 AM confirmed there was no documentation of the LD defining the duties and
responsibilities of the TC to compl ete training and Competency Assessments.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

(b)(9) Evaluating and documenting the performance of individual s responsible for
moderate complexity testing at least sesmiannually during the first year the individual
tests patient specimens.

This STANDARD is not met as evidenced by:

Based on record review and interview with the Technical Consultant (TC), the
laboratory failed to evaluate and document the competency of one out of one newly
listed Testing Personnel (TP), at least semiannually during the first year they tested
patient specimens in the subspecialty of Toxicology. This deficient practice had the
potential to affect one out of two TP. Findings Include: 1. Review of the laboratory's
Form CMS-209 on the day of the inspection found one new TP listed. TP #1 was
hired on 08/28/24. 2. Review of the training and Competency Assessment
documentation for TP #1 in 2024 and 2025 found the following: Initial Training: 09/11
12024 Competency Assessment: "2025" [No other Competency Assessment found] 3.
Review of laboratory records revealed TP #1 tested 540 patients in the subspecialty of
Toxicology from 09/11/2024 to 01/08/2026. 4. A phone call interview with the TC on
01/14/2026 at 9:43 AM confirmed that the laboratory failed to evaluate and document
the competency of TP #1 at least semiannually for the first year of testing patient
specimens.



