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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5451 CONTROL PROCEDURES

CFR(s): 493.1256(dl)(3)(iii)(g)

Unless CMS 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-- Test procedures producing graded or titered results include a negative control
material and a control material with graded or titered reactivity, respectively; 493.1256
(9) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on arecord review of immunohematology quality control (QC), patient testing
logs and an interview with the laboratory manager on 12/8/2022, the laboratory failed
to document control material results with graded or titered reactivity for
immunohematol ogy testing in 2022. The findings include: 1. A record review of
immunohematology QC and immunohematology patient testing logs for 2021 and
2022 identified that the laboratory failed to document QC with a graded or titered
reactivity on 4/14/2022, 4/17/2022, and 11/15/2022. 2. One patient blood and Rh type,
was performed on 4/14/2022, one patient blood and Rh type and antibody screen was
performed on 4/17/2022 and one patient blood and Rh type and antibody screen was
performed on 11/15/2022 and the laboratory failed to document QC for these days as
required by regulation for immunohematology testing. 3. An interview with the
laboratory manager on 12/8/2022 at 3:20 pm confirmed the above findings. 4. The
laboratory reports performing 644 immunohematology tests annually. 5. Thisisa
repeat deficiency from the previous inspection on 6/24/2021.



