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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 direct observation, review of laboratory policy / procedure manuals, and
interview with the General Supervisor (GS), the Technical Supervisor (TS) failed to
identify and ensure five of six testing personnel (TP) had training for

immunohematol ogy testing on the Immucor Neo Iris analyzers put into usein
February of 2024 prior to patient testing. Findings include: 1.Upon atour of the
laboratory on 08/08/2024, at 07:45 am, the surveyors identified three Immucor NEO
Irisimmunohematology analyzers (serial numbers. 100951, 100938, 100936). 2. An
interview with the GS of immunohematology at 08:04 am, on 08/08/2024, confirmed
the three Immucor NEO Iris immunohematol ogy analyzers were implemented into the
laboratory the last week of February 2024 for patient testing. 3. Review of the
laboratory procedure, "Policy for Training Verification", stated the following in
section 5.5.1: "Initial training must be performed when: A new procedure or test
system is introduced in the department.” 4. Review of training records found no
documented training prior to patient testing for five of six TP (TP, TP2, TP3, TP4,
TP5) on the new Immucor NEO Irisimmunohematology anayzers. 5. An interview,
at 11:05 AM, on 08/08/2024 with the GS of immunohematology confirmed that no
training was documented prior to patient testing on the Immucor Neo Iris test systems
for five of six TP.



