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Tag
D2094 ROUTINE CHEMISTRY

CFR(S): 493.841(¢)

(1) For any unsatisfactory analyte or test performance or testing event for reasons
other than afailure to participate, the laboratory must undertake appropriate training
and employ the technical assistance necessary to correct problems associated with a
proficiency testing failure. (2) For any unacceptable analyte or testing event score,
remedial action must be taken and documented, and the documentation must be
maintained by the laboratory for two years from the date of participation in the
proficiency testing event.

This STANDARD is not met as evidenced by:

Based on P.R. Proficiency Testing Program records review (years 2016, 2017 and
2018) and laboratory director interview on June 21, 2018 at 10:00 AM, it was
determined that the laboratory failed to take and document remedial actions when it
obtained an unsatisfactory score of 60 per cent for glucose in the first event of the
year 2017. The findings include: 1. On June 21, 2018 at 10:00 AM, the P.R.
Proficiency Testing Program records showed that the laboratory did not take nor
document remedial actions when it obtained an unsatisfactory score of 60 per cent for
glucose in the February 2017's event. 2. The laboratory director confirmed on June 21,
2018 at 10:10 AM, that the laboratory did not take nor document remedial actions for
the February 2017's event.

D3031 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.
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This STANDARD is not met as evidenced by:

Based on lack of quality control records (years 2016 and 2017), laboratory director
interview on June 21, 2018 at 10:20 AM, it was determined that the laboratory failed
to retain analytic system records quality in the following laboratory areas: routine
chemistry and hematology from January 2016 to September 2017. The findings
include: 1. The laboratory did not retained the following records of the routine
chemistry areafrom January 2016 to September 2017: a. Glucose testing records. b.
Glucose quality control records. c. Stat Fax calibration records (Redi-check linearity
plot and repeatability chart) 2. The laboratory did not retained the hematology records
(Cell Dyn 3000 system - quality control chart) from march 2017 to September 2017.
3. The laboratory director confirmed on June 21, 2018 at 10:30 AM, that those records
were not available in the laboratory. He stated that the routine chemistry records were
lost due to Maria Hurricane Flash flood and the hematology records were lost due to
problems with the hard disc of the Cell Dyn 3000 system.

RETENTION REQUIREMENTS
CFR(S): 493.1105(3)(5)

Quality system assessment records. Retain all laboratory quality system assessment
records for at least 2 years.

This STANDARD is not met as evidenced by:

Based on lack of quality assessment records (years 2016 and 2017), laboratory
director interview on June 21, 2018 at 10:20 AM, it was determined that the
laboratory failed to retain quality assessment records from January 2016 to September
2017. The findings include: 1. The laboratory did not retained the retain quality
assessment records (preanalytic, analytic and post analytic) from January 2016 to
September 2017. 2. The laboratory director confirmed on June 21, 2018 at 10:30 AM,
that those records were not available in the laboratory. He stated that the quality
assessment records were lost due to Maria Hurricane Flash flood.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1445(3)(b)

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, record and report test results promptly, accurately and proficiently,
and for assuring compliance with the applicable regulations. (a) The laboratory
director, if qualified, may perform the duties of the technical supervisor, clinical
consultant, general supervisor, and testing personnel, or delegate these responsibilities
to personnel meeting the qualifications under 493.1447, 493.1453, 493.1459, and
493.1487 respectively. (b) If the laboratory director reapportions performance of his
or her responsibilities, he or she remains responsible for ensuring that all duties are
properly performed.

This STANDARD is not met as evidenced by:

Based on lack of quality control records (years 2016 and 2017), on lack of quality
assessment records (years 2016 and 2017), laboratory director interview on June 21,
2018 at 10:20 AM, it was determined that the laboratory director failed to ensure that
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the laboratory retained quality control and quality assessment records from January
2016 to September 2017 Refer to D 3031 (The laboratory failed to retain analytic
system records quality in the following laboratory areas: routine chemistry and
hematology from January 2016 to September 2017). Refer to D 3039 (The laboratory
failed to retain quality assessment records from January 2016 to September 2017).

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(iv)

The laboratory director must ensure an approved corrective action plan is followed
when any proficiency testing result is found to be unacceptable or unsatisfactory.

This STANDARD is not met as evidenced by:

Based on P.R. Proficiency Testing Program records review (years 2016, 2017 and
2018)and laboratory director interview on June 21, 2018 at 10:00 AM, it was
determined that the laboratory director failed to take and document remedial actions
when it obtained an unsatisfactory score of 60 per cent for glucose in the first event of
the year 2017. Refer to D 2094.



