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Summary Statement of Deficiencies

LABORATORY TECHNICAL SUPERVISOR
CFR(S): 493.1447

The laboratory must have atechnical supervisor who meets the qualification
requirements of 493.1449 of this subpart and provides technical supervisionin
accordance with 493.1451 of this subpart.

This CONDITION is not met as evidenced by:

Based on record review and interviews with the Director, Quality Assurance Quality
& Regulatory Affairs (DQAQRA) and Quality Assurance Associate Quality &
Regulatory Affairs (QAAQRA), the Technical Supervisor (TS) failed to provide
technical supervision to evaluate the competency of Testing Personnel (TP) #8 to
assure they maintained their competency to perform moderate and high complexity
test procedures and report accurate test results in the Specialty of Immunohematology.
All patient testing performed by TP#8 had the potential to be affected by this deficient
practice. Findings Include: 1. The TSfailed to evaluate the competency of TP#3 to
assure they maintained their competency to perform moderate and high complexity
test procedures and report test results promptly, accurately, and proficiently in 2023.
(Refer to D6120)

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(7)(8)

(7) Thetechnical supervisor is responsible for identifying training needs and assuring
that each individual performing tests receives regular in-service training and education
appropriate for the type and complexity of the laboratory services performed; (8)
Evaluating the competency of all testing personnel and assuring that the staff maintain
their competency to perform test procedures and report test results promptly,
accurately and proficiently.



This STANDARD is not met as evidenced by:

Based on record review and interviews with the Director, Quality Assurance Quality
& Regulatory Affairs (DQAQRA) and Quality Assurance Associate Quality &
Regulatory Affairs (QAAQRA), the Technical Supervisor (TS) failed to evaluate the
competency of Testing Personnel (TP) #8 to assure they maintained their competency
to perform moderate and high complexity test procedures and report test results
promptly, accurately, and proficiently in the Specialty of Immunohematology in 2023.
All patient testing performed by TP#8 had the potential to be affected by this deficient
practice. Findings Include: 1. Review of the laboratory's Form CM S-209 revealed two
out of 13 individualslisted asaTS. The TS individuals were qualified and
credentialed by the Laboratory Director, via signature and date on 11/30/2023, to
perform the functions and responsibilitiesasaTS. 2. Review of the |aboratory's

" Assessing Competency" policy and procedure, approved by the Laboratory Director
and implemented on 05/06/2021 did not find instructions on who is responsible to
conduct competency assessments of TP. 3. Review of the laboratory's 2023
competency assessment documentation, provided on the date of the inspection,
revealed the assessment of TP#8's competency was not conducted by an individual
listed and/or delegated asa TS for high complexity testing procedures. 4. Further
review of the laboratory's competency assessment documentation for TP#8 and
interviews with the DQAQRA and QAAQRA revealed sections of the high
complexity Immunohematology assessment were conducted by an individual who was
at aremote location while TP#8 was at the |aboratory location as indicated for this
CLIA certificate. 5. The DQAQRA and QAAQRA confirmed the laboratory's 2023
competency assessment for TP#8, conducted on 11/09/2023, was not conducted, in
person, by a qualified individual who was listed and/or delegated TS or GS on the
CMS-209. The interviews occurred on 12/04/2023 at 2:16 PM.



