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Summary Statement of Deficiencies

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on review of the procedure manual, the personnel records and interview with
the technical consultant, the laboratory failed to follow the procedure for first six
months of employment competency for testing personnel number one. The findings
include: 1) Review of the procedure manual revealed, "POLICY: All testing personnel
at GTSC are evaluated for competency after theinitial training period, again after the
first six months of employment, and on ayearly basis after that". 2) Review of the
personnel records revealed testing personnel number one hire date is 09-18-17 with no
documentation of six month competency. 3) Interview on June 14, 2018 at 12:10 p.m.
with the technical consultant confirmed the six month competency was not performed
and documented for testing personnel number one.

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(2)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure listed in subpart | of this part for which compatible proficiency testing
samples are not offered by a CM S-approved proficiency testing program.

This STANDARD is not met as evidenced by:
Based on observation of the laboratory, review of the proficiency testing records, the
procedure manual, and interview with the technical consultant, the |aboratory failed to



D6032

verify the accuracy of the platelet function testing (PFA) in 2016, 2017 and 2018. The
findingsinclude: 1) Observation of the laboratory on June 14, 2018 at 10:15 am.
revealed the PFA 100 analyzer in use for patient testing. 2) Review of the PT records
revealed no PTA testing for PT in 2016, 2017 and 2018. 3) Review of the procedure
manual revealed, "This laboratory participates in the PT program provided by the
American Pathology Institute. This program covers all analytes tested by the
laboratory." 4) Interview on June 14, 2018 at 11:45 a.m. with the technical consultant
confirmed the laboratory does not verify the accuracy of the PFA at least twice per
year, in 2016, 2017 and 2018, with patient testing reported.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(€)(14)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (€)(14) Specify, in writing, the responsibilities and duties of each
consultant and each person, engaged in the performance of the preanalytic, analytic,
and postanalytic phases of testing, that identifies which examinations and procedures
each individual is authorized to perform, whether supervision is required for specimen
processing, test performance or results reporting, and whether consultant or director
review isrequired prior to reporting patient test results.

This STANDARD is not met as evidenced by:

Based on review of the laboratory procedure manual, the personnel records and
interview with the technical consultant, the laboratory director failed to establish in
writing the responsibilities and duties of the laboratory personnel, including the
laboratory director, clinical consultant, technical consultant and testing personnel. The
findings include: 1) Review of the laboratory procedure manual revealed no
responsibilities and duties included for the laboratory personnel. 2) Review of the
personnel records revealed no responsibilities, duties and qualifications available. 3)
Interview on June 14, 2018 at 11:30 a.m. with the technical consultant confirmed the
laboratory personnel responsibilities and duties were not available.



