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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 The findings were reviewed with the Oklahoma City Regional Manager for Regional

Medical Laboratory, and the Oklahoma Regional Medical Laboratory director at the
conclusion of the survey.

D6068 TESTING PERSONNEL RESPONSIBILITIES
CFR(S): 493.1425

The testing personnel are responsible for specimen processing, test performance, and
for reporting test results.

This STANDARD is not met as evidenced by:

Based on areview of records, written procedure, and interview with the Oklahoma
City Regional Manager for Regional Medical Laboratory, and the Oklahoma Regional
Medical Laboratory director, the laboratory failed to ensure an individual who
performed testing followed the laboratory's procedure for test analyses. Findings
include: (1) At the beginning of the survey, the Oklahoma City Regional Manager for
Regional Medical Laboratory, stated manual WBC (White Blood Cell) differential
testing was performed in the laboratory according to the laboratory's criteria (i.e.
WBC suspect flag, etc.); (2) During the survey, the surveyor reviewed 4 patient
records from 2017 and 2018 chosen at random. Of the 4 reports reviewed, 2 reported
WBC counts from the manual differential testing did not equal 100 cells: (a) Patient
#1: Testing was performed on 08/03/17 and a manual WBC differential of 98 cells
was reported; (b) Patient #3: Testing was performed on 10/05/17 and a manual WBC
differential of 90 cells was reported. (3) The surveyor reviewed the manual
differential procedure included in the "Hematology Policies for Reporting CBC, DF,
Criticals, Interferences, Action limit Deltas and Suspect Messages (Hem-07 OKC)."
The procedure stated that "Differentials are routinely 100 cell counts.”; (4) The
surveyor reviewed the findings with the Oklahoma City Regional Manager for



Regiona Medical Laboratory and the Oklahoma Regional Medical Laboratory
director, who agreed aWBC count of 100 cells had not been performed for the 2
patients listed above.



