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Summary Statement of Deficiencies

An offsite revisit survey was conducted on 9/28/2018 for all previous deficiencies
cited on 7/24/2018. All deficiencies have been corrected. The facility isin compliance
with with al regulations surveyed.

ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(S): 493.1253(b)(1)

Each |aboratory that introduces an unmodified, FDA-cleared or approved test system
must do the following before reporting patient test results: (1)(i) Demonstrate that it
can obtain performance specifications comparabl e to those established by the
manufacturer for the following performance characteristics: (1)(i)(A) Accuracy. (1)(i)
(B) Precision. (1)(i)(C) Reportable range of test results for the test system. (1)(ii)
Verify that the manufacturer's reference intervals (normal values) are appropriate for
the laboratory's patient popul ation.

This STANDARD is not met as evidenced by:

Based on hematology document review and staff interview, the laboratory failed to
verify the performance characteristics of the hematology |aboratory equipment before
reporting patient test results as required. Finding include: 1. Beckman Coulter AcT
Diff 2 document review revealed the |aboratory failed to verify the accuracy,
precision, and reportable range of test results for the test system before reporting
patient results in 2017 or 2018 thusfar. 2. An interview with Staff #2 (CMS 209) ina
medical office on 7/24/18 at approximately 12:00 p.m. confirmed instrument
validation for the AcT Diff 2 was not performed in 2017 or 2018 thus far.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(a)(b)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
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test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (a) The laboratory
director, if qualified, may perform the duties of the technical consultant, clinical
consultant, and testing personnel, or delegate these responsibilities to personnel
meeting the qualifications of 493.1409, 493.1415, and 493.1421, respectively. (b) If
the laboratory director reapportions performance of his or her responsibilities, he or
she remains responsible for ensuring that all duties are properly performed.

This STANDARD is not met as evidenced by:

Based on review of testing personnel (TP) competencies and staff interview, the
laboratory director (LD) failed to ensure that al laboratory duties were properly
performed. Findingsinclude: 1. TP competency review revealed 2017 initial training
competencies were performed by unqualified personnel for the following staff listed
on CMS 209: Staff #2, Staff #4, and Staff #5. 2. TP competency review revealed 2018
annua competencies were performed by unqualified personnel for the following staff
listed on CM S 209: Staff #2 and Staff #5. 2. An interview with Staff #2 in a medical
office on 7/24/18 at approximately 12:00 p.m. confirmed the af orementioned
competencies were performed by unqualified personnel in 2017 and 2018.

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

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on testing personnel (TP) document review and staff interview, the technical
consultant (TC) or qualified designee failed to perform competencies at |east
semiannually during the first year the TP tests patients specimens. Findings include: 1.
TP competency review reveaed the TC or qualified designee failed to perform six-
month competencies on the following TP (CMYS) during 2017: Staff #2, Staff #3, Staff
#4, and Staff #5. 2. Aninterview with the TC in amedical office on 7/24/18 at
approximately 12:00 p.m. confirmed six-month competencies were not performed in
2017 for the aforementioned TP.



