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Summary Statement of Deficiencies

TEST REPORT
CFR(S): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigue patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
the test was performed. (¢)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Based on review of 3 of 5 patient final test results, the Centers for Medicare and
Medicaid Services (CMS)-116 form and interview with the lead quality manager, the
laboratory address were not correct on the final |aboratory reports. The findings
include: 1) Review of patients final test results dated 021218, 082418, and 021119
revealed the following address: 1949 Gunbarrel Road Suite 255, Chattanooga, TN. 2)
Review of the CM S -116 form revealed the laboratory addressis 7305 Jarnigan Road,
Suite 125, Chattanooga, TN. 3) Interview on March 6, 2019 at 11:30am with the lead
quality manager confirmed the address was incorrect on the laboratory final reports.
since the laboratory's move in December 2017 until the survey date.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(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.

OMB No. 0938-0391



This STANDARD is not met as evidenced by:

Based on review of 11 of 11 testing personnel competency documents for performing
Complete Blood Counts (CBC) and upon interview with the lead quality manager,
determined the technical consultants failed to ensure documented/signed annual
competency evaluations including problem solving of testing personnel for 2017-
2018. The findings include: 1. There were no competency evaluations with problem
solving documented/signed for 11 of 11 testing personnel in 2017-2018 for
performance of CBC testing. 2. Upon interview with the lead quality manager at
approximately 9:30am. on March 6, 2019, confirmed the Technical Consultants failed
to document/sign competency assessments including problem solving for 11 of 11
testing personsin 2017-2018 for CBC testing.



