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Summary Statement of Deficiencies

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 lack of Puerto Rico Proficiency Testing records in years 2017-2018 and
laboratory director interview at 11:00 AM on December 12, 2018, it was determined
that the laboratory failed to maintain Proficiency Testing events records. The findings
include: 1. Puerto Rico Proficiency Testing records were reviewed from January 2017
to December 2018. 2. Review of proficiency testing records showed that the
laboratory did not maintain the proficiency testing events records from January to
December, except the second event for routine chemistry (June 2018). 3. The
laboratory director confirmed on December 12, 2018 that the laboratory did not
maintain these proficiency testing event records.

FACILITY ADMINISTRATION
CFR(s): 493.1100

Each laboratory that performs nonwaived testing must meet the applicable
requirements under 493.1101 through 493.1105, unless HHS approves a procedure



D3037

D6000

that provides equivaent quality testing as specified in Appendix C of the State
Operations Manual (CMS Pub. 7). (a) Reporting of SARS-CoV -2 test results During
the Public Health Emergency, as defined in 400.200 of this chapter, each laboratory
that performs atest that is intended to detect SARS-CoV-2 or to diagnose a possible
case of COVID-19 (hereinafter referred to asa"SARS-CoV-2 test") must report
SARS-CoV-2 test results to the Secretary in such form and manner, and at such
timing and frequency, as the Secretary may prescribe.

This CONDITION is not met as evidenced by:

Based on lack of Puerto Rico Proficiency Testing recordsin years 2017-2018 and
laboratory director interview at 11:00 AM on December 12, 2018, it was determined
that the laboratory failed to keep Proficiency Testing records for at least 2 years. Refer
to D3037 (the laboratory failed to retain proficiency testing records for at least 2
years).

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(4)

Proficiency testing records. Retain all proficiency testing records for at least 2 years.

This STANDARD is not met as evidenced by:

Based on lack of Puerto Rico Proficiency Testing recordsin years 2017-2018 and
laboratory director interview at 11:00 AM on December 12, 2018, it was determined
that the laboratory failed to retain proficiency testing records for at least 2 years. The
findingsinclude: 1. Puerto Rico Proficiency Testing records were reviewed from
January 2017 to December 2018. 2. The laboratory did not have available the
proficiency testing records documentation from January 2017 to December 2018, only
the laboratory had the second event of routine chemistry (June 2018). 3. The
laboratory director confirmed on December 12, 2018 at 11:00 AM that the laboratory
did not have available the Proficiency Testing records since January 2017 to
December 2018, except the second event of routine chemistry (June 2018).

MODERATE COMPLEXITY LABORATORY DIRECTOR
CFR(s): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance
with 493.1407 of this subpart.

This CONDITION is not met as evidenced by:

Based on lack of Puerto Rico Proficiency Testing recordsin years 2017-2018 and
laboratory director interview at 11:00 AM on December 12, 2018, it was determined
that the laboratory failed to keep Proficiency Testing records for at least 2 years. Refer
to D3000 (the laboratory failed to retain proficiency testing records for at least 2
years).



