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Tag

DO0000 The findings were reviewed with the radiology team lead at the conclusion of the
survey.

D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT

CFR(s): 493.1252(b)

The laboratory must define criteria for those conditions that are essential for proper
storage of reagents and specimens, accurate and reliable test system operation, and
test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity.
(4) Protection of equipment and instruments from fluctuations and interruptionsin
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:

Based on areview of records, manufacturer's instructions, and interview with the
radiology team lead, the laboratory failed to ensure an analyzer was stored as required
by the manufacturer. Findingsinclude: (1) At the beginning of the survey, the
radiology team lead stated to surveyor #2 CBC (Complete Blood Count) testing was
performed on the Sysmex KX-21N analyzer; (2) Later during the survey, surveyor #1
reviewed the manufacturer's environmental requirements for the analyzer. The
manufacturer required the relative humidity be maintained within the range of 30-
85%; (3) Surveyor #1 reviewed laboratory humidity records from February 2016
through December 2017 which verified the humidity readings were less than 30% for
7 of 23 months as follows: (a) February 2016 - 7 of 29 humidity readings were
documented as less than 30% (days 04,08,09,10,12,13,14); (b) March 2016 - 1 of 31
humidity readings was documented as | ess than 30% (day 20); (c) December 2016 -
13 of 31 humidity readings were documented as less than 30% (days
08,09,10,12,14,15,18,19,20,21,22,30,31); (d) January 2017 - 13 of 31 humidity
readings were documented as less than 30% (days



D6016

D6018

01,04,05,06,07,08,09,13,14,15,27,28,29); () February 2017 - 7 of 28 humidity
readings were documented as less than 30% (days 02,03,04,05,09,25,26); (f)
November 2017 - 1 of 30 humidity readings was documented as |ess than 30% (day
22); (g) December 2017 - 15 of 31 humidity readings were documented as | ess than
30% (days 07,08,09,10,11,12,13,14,16,26,27,28,29,30,31). (4) The surveyors
reviewed the records with the radiology team lead who stated the humidity of the
laboratory had been maintained below 30% as indicated above.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(4)(i)

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. (e) The laboratory
director must-- (e)(4)(i) Ensure that the proficiency testing samples are tested as
required under Subpart H of this part;

This STANDARD is not met as evidenced by:

Based on areview of records and interview with the radiology team lead, the
laboratory director failed to attest that, at the time of testing, proficiency testing
samples were tested in the same manner as patient specimens as required under
Subpart H. Findings include: (1) At the beginning of the survey, surveyor #2 reviewed
2016 and 2017 proficiency testing records. It was identified for 4 of 6 events, the
attestation statements had been signed approximately 2 - 9 months after the samples
had been tested (not within atimeframe for the director to attest that, at the time of
testing, the proficiency samples had been tested as required) as follows: () First 2016
Hematology Event - The samples had been tested on 03/22/16 and the attestation
statement had not been signed by the laboratory director until 12/20/16; (b) Second
2016 Hematology Event - The samples had been tested on 07/26/16 and the attestation
statement had not been signed by the laboratory director until 12/20/16; (c) First 2017
Hematology Event - The samples had been tested on 03/20/17 and the attestation
statement had not been signed by the laboratory director until 06/20/17; (d) Second
2017 Hematology Event - The samples had been tested on 07/13/17 and the attestation
statement had not been signed by the laboratory director until 09/12/17. (2) The
surveyors reviewed the findings with the radiology team lead and explained that
attestation statements must be signed within a timeframe to definitively attest to the
fact that proficiency samples were tested in the same manner as patient specimens.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1407()(4)(iii)

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-- (e)(4)(iii) Ensure that all proficiency testing reports received are
reviewed by the appropriate staff to evaluate the laboratory's performance and to
identify any problems that require corrective action;

This STANDARD is not met as evidenced by:



Based on areview of records and interview with the radiology team lead, the
laboratory director failed to ensure proficiency testing reports were reviewed.
Findingsinclude: (1) At the beginning of the survey, surveyor #2 reviewed 2016 and
2017 proficiency testing records. The Performance Evaluation for 1 of 6 events not
been signed and dated as reviewed by the laboratory director: (a) Third 2017
Hematology Event (2) The surveyors reviewed the records with the radiology team
lead, who stated the Performance Evaluation, as indicated above had not been signed
and dated as reviewed by the laboratory director.



