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D5209 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 record review and interview with Testing Personnel (TP) # A, the laboratory
failed to perform the annual competency assessment on 2 out of 2 testing personnel
since at least 2017. Findings include: Review of employee documentation found no
competency evaluations on testing person #A and #B for the years 2017 to 2018.
During an interview on 10/31/2018 at 10:30 AM, with the TP#A, she confirmed that
there were no competencies performed on the employees listed above for the years of
reference.

D5293 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1239(b)(c)

(b) The general laboratory systems quality assessment must include areview of the
effectiveness of corrective actions taken to resolve problems, revision of policies and
procedures necessary to prevent recurrence of problems, and discussion of general
laboratory systems quality assessment reviews with appropriate staff. (¢) The
laboratory must document all general laboratory systems quality assessment activities.

This STANDARD is not met as evidenced by:

Based on review of quality assurance policy and laboratory records from 2016 to 2018
and interview with Testing Personnel (TP) #A revealed that the laboratory failed to
document the quality assurance (QA) activity during the years 2016, 2017 and 2018.



D5537

D6021

Findings include: Review of quality control records revealed that there was no
documentation of the QA activity during the years 2016 to 2018. During an interview
on 10/31/2018 at 10:30 AM, with the TP#A, she confirmed that there were no records
of QA activity for the years of reference.

ROUTINE CHEMISTRY
CFR(S): 493.1267(b)(d)

For blood gas analyses, the laboratory must perform the following: (b) Test one
sample of control material each 8 hours of testing using a combination of control
materials that include both low and high values on each day of testing. (d) Document
all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on review of the Quality control (QC) records for the IRMA True Point Arterial
Blood Gas (ABG) anayzer and interview with Testing personnel (TP) # A, the
laboratory failed to perform external quality control once in a month as per their
Individualized Quality Control Plan (IQCP) for pH, pO2 and pCo2 tests for 1 out of
26 months reviewed. Findings include: Review of QC documentation for ABG testing
showed that no external controls tested on July 2018 as per their IQCP, during this
month 41 patients were tested. During and Interview on 10/31/2018 at 11.30 am, the
TP#A confirmed that the laboratory failed to test external controls on July 2018.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(5)

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)(5) Ensure that quality assessment programs are established and
maintained to assure the quality of laboratory services provided.

This STANDARD is not met as evidenced by:

Based on review of quality assurance policy and laboratory records from 2016 to 2018
and interview with Testing Personnel (TP) #A revealed that the |aboratory director
failed to document the quality assurance (QA) activity during the years 2016, 2017
and 2018. Findings include: Review of quality control records revealed that there was
no documentation of the QA activity during the years 2016 to 2018. During an
interview on 10/31/2018 at 10:30 AM, with the TP#A, she confirmed that there were
no records of QA activity for the years of reference. Refer to 5293



