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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5429 MAINTENANCE AND FUNCTION CHECKS

CFR(S): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document maintenance as defined by the manufacturer and with at
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory equipment maintenance records and interview
with the [aboratory testing person and the laboratory quality assurance administrator,
the laboratory failed to follow the laboratory's established equipment maintenance
policy and the manufacturer maintenance requirement, which require the laboratory to
perform an annual preventative maintenance for the Microscope used for the manual
differentials and Reticulocyte count slide reading. FINDINGS: 1. The laboratory
equipment maintenance policy and the manufacturer of the Microscope require annual
preventive maintenance of the Microscope used for the Manual Differentials and the
Reticulocyte Count dlide reading. 2. On July 23, 2019 at approximately 11:30 AM the
testing person and the quality assurance administrator confirmed surveyor findings
that the preventive maintenance of the Microscope was not performed in calendar
years 2017 and 2018. 3. Approximately 400 patient slides were read and reported for
Manual Differentials and Reticul ocyte Count during this time frame.

D5447 CONTROL PROCEDURES
CFR(9): 493.1256(d)(3)(i)(q)

Unless CM S Approves a procedure, specified in Appendix C of the State Operations
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--
At least once a day patient specimens are assayed or examined perform the following
for-- Each quantitative procedure, include two control materials of different
concentrations; (g) The laboratory must document all control procedures performed.



This STANDARD is not met as evidenced by:

Based on surveyor review of hematology Quality Control (QC) records and confirmed
in an interview with the laboratory testing person and the laboratory quality assurance
administrator, the laboratory failed to perform and document at |east two levels of QC
for manual Reticulocyte Count on each day of patient testing in calendar year 2018
and up to survey date. Approximately 200 patient samples were tested and reported
for Reticulocyte Count during the above time frame.



