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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(12)

The laboratory director must ensure that prior to testing patients specimens, all
personnel have the appropriate education and experience, receive the appropriate
training for the type and complexity of the services offered, and have demonstrated
that they can perform all testing operations reliably to provide and report accurate
results.

This STANDARD is not met as evidenced by:

Based on review of personnel training records and confirmed by |aboratory personnel
identifier #2 (refer to the Laboratory Personnel Report) at approximately 8:15 am on
05/18/2023, the laboratory director failed to ensure that testing personnel received the
appropriate training for each test system for five out of five new testing personnel
(identifiers #3- #7) hired since the last survey on 08/26/2021. The findings include: 1.
Personnel identifier #2 stated that testing personnel identifiers #3- #7 perform all
testing in the laboratory including the following: chemistry, hematology, coagulation,
microbiology, immunology, immunohematol ogy, and serology. 2. The training
records for personnel identifiers #3- #7 did not include review of coagulation test
systems. 3. The training records for personnel identifiers #3, #4, and #7 did not
include review of immunohematology test systems. 4. The training records for
personnel identifier #7 did not include review of microbiology test systems. 5. At the
time of the survey, personnel identifier #2 confirmed training records for personnel
identifiers #3- #7 did not include review of the test systems listed above.



