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Tag
D2015 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(5)(6)

(5) The laboratory must document the handling, preparation, processing, examination,
and each step in the testing and reporting of results for all proficiency testing samples.
The laboratory must maintain a copy of al records, including a copy of the
proficiency testing program report forms used by the laboratory to record proficiency
testing results including the attestation statement provided by the PT program, signed
by the analyst and the laboratory director, documenting that proficiency testing
samples were tested in the same manner as patient specimens, for a minimum of two
years from the date of the proficiency testing event. (6) PT isrequired for only the test
system, assay, or examination used as the primary method for patient testing during
the PT event.

This STANDARD is not met as evidenced by:

Based on proficiency testing records review, lack of documentation, and interview
with staff, the laboratory failed to attest the laboratory performed arterial blood gas
testing the same as patient testing for 1 of 1 proficiency testing event performed since
beginning testing in July 2018. Findings include: 1. Proficiency testing records
reviewed included a blank attestation form for the 2nd proficiency testing event of
2018. 2. In an interview conducted on 10/19/2018 at approximately 3:00 P.M., the
laboratory manager confirmed the laboratory director and testing personnel failed to
attest the laboratory performed proficiency testing the same as patient specimens.

D5787 TEST RECORDS
CFR(s): 493.1283(a)

The laboratory must maintain an information or record system that includes the
following: (8)(1) The positive identification of the specimen. (a)(2) The date and time
of specimen receipt into the laboratory. (a)(3) The condition and disposition of



specimens that do not meet the laboratory's criteriafor specimen acceptability. (a)(4)
The records and dates of all specimen testing, including the identity of the personnel
who performed the test(s).

This STANDARD is not met as evidenced by:

Based on test records review, lack of documentation and interview with staff, the
laboratory failed to maintain an information or record system to document the date
and time of specimen receipt into the laboratory for testing prior to September 2018
and the records and dates of all specimen testing including the identity of the
personnel who performed the Troponin | and Chemistry 8+ testing for 2 of 8
specimens reviewed. The laboratory performed approximately 2 arterial blood gas
tests per day. Findings include: 1. Patient test records available failed to include a
record for the dates and times the laboratory received arterial blood gas testing for pH,
partial pressure carbon dioxide (pCO2) and partia pressure oxygen (pO2), Troponin I,
and chemistry panel 8+ assays between July 1, 2018 and September 18, 2018 and the
records and dates of the testing performed. 2. Patient test records reviewed for 2 of 8
tests reviewed failed to include the identification of the personnel who performed
Troponin | testing for patient 5409600 on 10/02/2018 and for patient 5197601 for
Chemistry 8+ testing on 09/28/2018. 3. In an interview conducted on 10/19/2018 at
approximately 1:00 P.M. the laboratory manager stated the laboratory did not have a
system to record the date and time specimens were received into the laboratory and
failed to record who performed 2 of 8 tests performed.



