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D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT

CFR(S): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:

Based on review of policies and interview with the lab supervisor the laboratory failed
to follow policy and review 10 of 24 months of hematology quality control (QC) and
one of six proficiency testing ( PT) for 2016 and 2017. Findings: 1. Laboratory policy
states "all MLE reports, proficiency testing, or any lab evaluation reports will be
signed by" lab director or technical consultant "after reviewing and taking any
corrective action necessary." 2. Review of PT showed the technical consultant did not
review MLE #1 in 2017. 3. Review of hematology quality control showed the
technical consultant did not review QC from March 2016 through December 2017. 4.
Interview with the lab supervisor on March 7, 2018 at 12:30 PM confirmed the
laboratory failed to follow policy and review all QC and PT.

D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(a)

Test systems must be selected by the laboratory. The testing must be performed
following the manufacturer's instructions and in a manner that provides test results
within the laboratory's stated performance specifications for each test system as
determined under 493.1253.

This STANDARD is not met as evidenced by:



Based on review of hematology cell dyn maintenance procedure and interview with
the lab supervisor the laboratory failed to perform preventive maintenance as
recommended by the manufacturer. Findings. 1. Review of manufacturer maintenance
for the cell dyn hematology analyzer states "cleaning the system with a bleach
solution is performed monthly." Laboratory failed to bleach the cell dyn in November
2016 and August 2017. 2. Interview with the lab supervisor on March 7, 2018 at 12:30

PM confirmed the laboratory failed to perform bleach cleaning monthly as
recommended by the manufacturer.



